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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration
14 CFR Part 39

[Docket No. FAA-2020-0718; Project
Identifier 2019-CE-045-AD; Amendment
39-21343; AD 2020-25-01]

RIN 2120-AA64

Airworthiness Directives; Textron
Aviation, Inc. Airplanes (Type
Certificate Previously Held by
Beechcraft Corporation)

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for certain
Textron Aviation Inc. (Textron) (type
certificate previously held by Beechcraft
Corporation) Models F90, 65-90, 65—
A90, B90, C90, H90 (T—44A), E90, 65—
A90-1 (JU-21A, U-21A, RU-21A, RU-
21D, U-21G, RU-21H), 65-A90-2 (RU-
21B), 65—A90-3 (RU-21C), 65—A90—4
(RU-21E, RU-21H), 99, 99A, 99A
(FACH), A99, A99A, B99, C99, 100,
A100 (U-21F), and B100 airplanes. This
AD was prompted by reports of fatigue
cracks in the lower forward wing fitting.
This AD requires a one-time inspection
for the presence of washer part number
(P/N) 90-380058—1 on the left-hand
(LH) and right-hand (RH) lower forward
wing bolt and, if applicable, removing
washer P/N 90-380058-1, inspecting
the wing fitting, bolt, and nut, replacing
the wing fitting if it is cracked, and
replacing the washer with washer P/N
90-380019-1. The FAA is issuing this
AD to address the unsafe condition on
these products.

DATES: This AD is effective January 11,
2021.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of January 11, 2021.

ADDRESSES: For service information
identified in this final rule, contact
Textron Aviation Inc., P.O. Box 7706,
Wichita, KS 67277; phone: 316-517—
5800; internet: https://txtav.com/. You
may view this service information at the
FAA, Airworthiness Products Section,
Operational Safety Branch, 901 Locust
St., Kansas City, MO 64106. For
information on the availability of this
material at the FAA, call 816—-329-4148.
It is also available on the internet at
https://www.regulations.gov by
searching for and locating Docket No.
FAA-2020-0718.

Examining the AD Docket

You may examine the AD docket on
the internet at https://
www.regulations.gov by searching for
and locating Docket No. FAA-2020—
0718; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this final rule,
any comments received, and other
information. The address for Docket
Operations is Docket Operations, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE, Washington, DC
20590.

FOR FURTHER INFORMATION CONTACT:
Brian C. Adamson, Aviation Safety
Engineer, Wichita ACO Branch, AIR-
7K3, FAA, 1801 Airport Rd, Wichita, KS
67209; phone: 316—-946—4193; fax: 316—
946-4107; email: brian.adamson@
faa.gov or Wichita-COS@faa.gov.
SUPPLEMENTARY INFORMATION:

Discussion

The FAA issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to certain Textron (type certificate
previously held by Beechcraft
Corporation) Models F90, 65-90, 65—
A90, B90, C90, H90 (T—44A), E90, 65—
A90-1 (JU-21A, U-21A, RU-21A, RU-
21D, U-21G, RU-21H), 65—A90-2 (RU-
21B), 65-A90-3 (RU-21C), 65—A90—4
(RU-21E, RU-21H), 99, 99A, 99A
(FACH), A99, A99A, B99, C99, 100,
A100 (U-21F), and B100 airplanes. The
NPRM published in the Federal
Register on July 29, 2020 (85 FR 45545).

The NPRM was prompted by Textron
receiving reports of fatigue cracks in the
lower forward wing fitting on two
airplanes. Investigation revealed that

installing washer P/N 90-380058—-1 on
the wing bolt will cause a premature
torque indication. This washer may
have been installed as part of kit 101—
4024-3 on Models F90, 65-90, 65—A90,
B90, C90, H90 (T—44A), E90, 65—-A90-1
(JU-21A, U-21A, RU-21A, RU-21D, U-
21G, RU-21H), 65—-A90-2 (RU-21B),
65—A90-3 (RU-21C), 65—A90—4 (RU-
21E, RU-21H), 99, 99A, 99A (FACH),
A99, A99A, B99, C99, 100, A100 (U-
21F), and B100 airplanes, or as part of
kit 90-4077—-1 on Models 65-90, 65—
A90, 65-A90-1 (JU-21A, U-21A, RU-
21A, RU-21D, U-21G, RU-21H), 65—
A90-2 (RU-21B), 65—A90-3 (RU-21C),
65—-A90—4 (RU-21E, RU-21H), B90,
C90, and E90 airplanes. Under-torque of
the wing bolt causes a reduced clamping
force that changes the load path reacted
by the RH and LH lower forward wing
fitting.

In the NPRM, the FAA proposed to
require a one-time inspection for the
presence of washer P/N 90-380058-1 on
the LH and RH lower forward wing bolt
and, if applicable, removing washer P/
N 90-380058-1, inspecting the wing
fitting, bolt, and nut, replacing the wing
fitting if it is cracked, and replacing the
washer with washer P/N 90-380019-1.
This condition, if not addressed, could
result in fatigue cracks that lead to
failure of the forward lower wing fitting,
wing separation, and loss of airplane
control.

Comments

The FAA received one comment from
an individual commenter. The following
presents the comment received on the
NPRM and the FAA’s response to the
comment.

Request Change to Applicability

An individual commenter requested
that the AD identify the applicable
airplanes by serial number. The
commenter stated that on the Beech
Model C90A serial number LJ-1450
airplane, the lower front wing
connections are designed as shear
fittings with shear bolts, and therefore
the washers are not affected. The FAA
disagrees. The AD, as proposed, clearly
lists the applicable airplane models and
serial numbers. The FAA responded to
the commenter by email and advised
that the AD, as proposed, would not
apply to the Model C90A. A copy of the
comment and the FAA’s response is in
the AD docket.
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Conclusion

The FAA reviewed the relevant data,
considered the comment received, and
determined that air safety requires
adopting this AD as proposed.
Accordingly, the FAA is issuing this AD
to address the unsafe condition on these
products.

Related Service Information Under 1
CFR Part 51

The FAA reviewed Beechcraft
Mandatory Service Letter MTL-57-01,
Revision 1, dated September 19, 2018.
The service information contains
procedures for a one-time inspection for
the presence of washer P/N 90-380058-
1 on the LH and RH lower forward wing
bolt and, if applicable, removing washer

P/N 90-380058-1; inspecting the wing
fitting, bolt, and nut; replacing the wing
fitting if it is cracked; and replacing the
washer with washer P/N 90-380019-1.
This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Differences Between This AD and the
Service Information

The service information specifies
inspecting within 200 flight hours or 12
months, whichever occurs earlier. This
AD would require inspecting within the
next 200 flight hours or 12 months,
whichever occurs later.

The service information applies to
Models A100A and A100C airplanes,

ESTIMATED COSTS

and to Model F90 with S/N LA-1. This
AD would not apply to these airplanes
because they do not have an FAA type
certificate.

This AD would apply to military
Models T-44A, JU-21A, RU-21A, RU-
21B, RU-21C, RU-21D, RU-21E, RU-
21H, U-21A, U-21F, U-21G, and FACH
airplanes, because these models have a
civil counterpart that is subject to the
unsafe condition. The service
information does not apply to all of
these military models.

Costs of Compliance
The FAA estimates that this AD will
affect 1,319 airplanes of U.S. registry.

The FAA estimates the following
costs to comply with this AD:

: Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Inspection for washer P/N 90-380058-1 | 0.3 work-hour x $85 per hour = $25.50 ..... Not applicable ...... $25.50 $33,634.50
(LH Wing Fitting).
Inspection for washer P/N 90-380058-1 | 0.3 work-hour x $85 per hour = $25.50 ..... Not applicable ...... 25.50 33,634.50
(RH Wing Fitting).

The FAA estimates the following
costs to do any necessary replacements
that would be required based on the

results of the inspection. The FAA has
no way of determining the number of

ON-CONDITION COSTS

airplanes that might need these
replacements:

Action Labor cost Parts cost %?géggtr

RH Wing bolt, washer, and nut removal ..... 8 work-hours x $85 per hour = $680 ....... $1,015
LH Wing bolt, washer, and nut removal ............ 8 work-hours x $85 per hour = 680 ......... 1,015
Inspection of RH Lower Forward Wing Fitting ... 2 work-hours x $85 per hour = 170 ......... Not applicable ...... 170
Inspection of LH Lower Forward Wing Fitting ..........cccocoeeveenee. 2 work-hours x $85 per hour = 170 ......... Not applicable ...... 170
Removal and Replacement of P/N 50-120073-8 RH Lower | 150 work-hours x $85 per hour = 12,750 | $7,297.85 ............. 20,047.85

Forward Wing Fitting.
Removal and Replacement of P/N 50-120073-7 LH Lower | 150 work-hours x $85 per hour = 12,750 | $11,812.56 ........... 24,562.56

Forward Wing Fitting.

The FAA has included all known
costs in this cost estimate. According to
the manufacturer, however, some of the
costs of this AD may be covered under
warranty, thereby reducing the cost
impact on affected operators.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. Subtitle VII:
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

The FAA is issuing this rulemaking
under the authority described in
Subtitle VII, Part A, Subpart III, Section

44701: General requirements. Under
that section, Congress charges the FAA
with promoting safe flight of civil
aircraft in air commerce by prescribing
regulations for practices, methods, and
procedures the Administrator finds
necessary for safety in air commerce.
This regulation is within the scope of
that authority because it addresses an
unsafe condition that is likely to exist or
develop on products identified in this
rulemaking action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national

government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866,

(2) Will not affect intrastate aviation
in Alaska, and

(3) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.
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Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

2020-25-01 Textron Aviation, Inc., (Type
Certificate Previously Held by
Beechcraft Corporation): Amendment
39-21343; Docket No. FAA-2020-0718;
Project Identifier 2019—CE-045-AD.

(a) Effective Date

This airworthiness directive (AD) is
effective January 11, 2021.

(b) Affected ADs
None.

(c) Applicability

This AD applies to the Textron Aviation
Inc., (Textron) (type certificate previously
held by Beechcraft Corporation) airplanes,
certificated in any category, identified in
table 1 to paragraph (c) of this AD:

Models

Serial Numbers (S/Ns)

F90

LA-2 through LA-225

65-90, 65-A90, B90, C90

All S/Ns

H90 (T-44A)

LL-1 through LL-61

E90

LW-1 through . W-347

65-A90-1 (JU-21A, U-21A, RU-21A,
RU-21D, U-21G, RU-21H)

LM-1 through LM-144

65-A90-2 (RU-21B)

LS-1, LS-2, LS-3

65-A90-3 (RU-21C)

LT-1and LT-2

65-A90-4 (RU-21E, RU-21H)

LU-1 through LU-16

99, 99A, 99A (FACH), A99, A99A,

U-1 through U-239

B99, C99
100, A100 (U-21F) B-1 through B-247
B100 BE-1 through BE-137

(d) Subject

Joint Aircraft System Component (JASC):
5700, Wings.
(e) Unsafe Condition

This AD was prompted by information
provided by Textron that a washer assembly
may provide premature torque indication

that could lead to cracking of the wing fitting.

The FAA is issuing this AD to prevent such
fatigue cracks. The unsafe condition, if not
addressed, could result in failure of the
forward lower wing fitting, which could lead
to wing separation and loss of airplane
control.

(f) Compliance

Comply with this AD within the
compliance times specified below, unless
already done.

(g) Action

(1) Within the next 200 flight hours after
the effective date of this AD or within 12
months after the effective date of this AD,
whichever occurs later, inspect each washer
assembly attached to the left and right lower
forward wing bolts and remove all part
number 90-380058—1 washers in accordance
with the Accomplishment Instructions,
paragraphs 3 through 5, of Beechcraft
Mandatory Service Letter MTL-57-01,
Revision 1, dated September 19, 2018 (MTL-
57-01, Revision 1). In all locations where a

Table 1 to paragraph (c)

washer part number 90-380058—1 was
removed, do the following:

(i) Inspect the bolt, nut, and fitting in
accordance with the Accomplishment
Instructions, paragraph 6, of MTL-57-01,
Revision 1. If there is a crack in the fitting,
replace the fitting before further flight.

(ii) Install a part number 90-380019-1
washer in accordance with the
Accomplishment Instructions, paragraph 7,
of MTL-57-01, Revision 1.

(2) As of the effective date of this AD, do
not install washer part number 90-380058—
1 on any airplane listed in table 1 to
paragraph (c) of this AD.

(h) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Wichita ACO Branch,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Brian C. Adamson, Aviation Safety
Engineer, Wichita ACO Branch, AIR-7K3,
FAA, 1801 Airport Rd., Wichita, KS 67209;
phone: 316—946—4193; fax: 316-946—4107;
email: brian.adamson@faa.gov or Wichita-
COS@faa.gov.

(2) Before using any approved AMOC on
any airplane to which the AMOC applies,
notify your appropriate principal inspector
(PI) in the FAA Flight Standards District
Office (FSDO), or lacking a PI, your local
FSDO.

(i) Related Information

For more information about this AD,
contact Brian C. Adamson, Aviation Safety
Engineer, Wichita ACO Branch, AIR-7K3,
FAA, 1801 Airport Rd., Wichita, KS 67209;
phone: 316-946—4193; fax: 316-946—4107;
email: brian.adamson@faa.gov or Wichita-
COS@faa.gov.

(j) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference of
the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) Beechcraft Mandatory Service Letter
MTL-57-01, Revision 1, dated September 19,
2018.

(ii) [Reserved]

(3) For Beechcraft service information
identified in this AD, contact Textron
Aviation Inc., P.O. Box 7706, Wichita, KS
67277: phone: 316-517-5800; internet:
https://txtav.com/.

(4) You may view this service information
at the FAA, Airworthiness Products Section,
Operational Safety Branch, 901 Locust,
Kansas City, Missouri 64106. For information
on the availability of this material at the
FAA, call (816) 329-4148.
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(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA,
email: fedreg.legal@nara.gov or go to: https://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued on November 23, 2020.
Lance T. Gant,

Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2020-26773 Filed 12—4—20; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2020-1104; Project
Identifier MCAI-2020-01421-P; Amendment
39-21347; AD 2020-25-05]

RIN 2120-AA64

Airworthiness Directives; Hoffmann
GmbH & Co. KG Propellers

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for all
Hoffmann GmbH & Co. KG (Hoffmann)
model HO-V 72 propellers. This AD
was prompted by reports of cracks at
different positions on two affected
propeller hubs. This AD requires
amending the existing aircraft flight
manual (AFM) with abnormal propeller
vibration instructions. This AD requires
visual inspection and non-destructive
test (NDT) inspection of the propeller
hub and, depending on the results of the
inspections, replacement of the
propeller hub with a part eligible for
installation. This AD also requires
replacement of the propeller hub before
exceeding 30 years since the date of
manufacture or within 30 days after the
effective date of this AD, whichever
occurs later. The FAA is issuing this AD
to address the unsafe condition on these
products.

DATES: This AD is effective December
22,2020.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of December 22, 2020.

The FAA must receive comments on
this AD by January 21, 2021.
ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

e Federal eRulemaking Portal: Go to
https://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

o Hand Delivery: Deliver to Mail
address above between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

For service information identified in
this final rule, contact Hoffmann
Propeller GmbH & Co. KG, Sales and
Service, Kiipferlingstrasse 9, 83022,
Rosenheim, Germany; phone: +49 (0)
8031 1878 0; fax: +49 (0) 8031 1878 78;
email: info@hoffmann-prop.com;
website: https://hoffmann-prop.com/.
You may view this service information
at the FAA, Airworthiness Products
Section, Operational Safety Branch,
1200 District Avenue, Burlington, MA
01803. For information on the
availability of this material at the FAA,
call (781) 238-7759. It is also available
at https://www.regulations.gov by
searching for and locating Docket No.
FAA-2020-1104.

Examining the AD Docket

You may examine the AD docket at
https://www.regulations.gov by
searching for and locating Docket No.
FAA-2020-1104; or in person at Docket
Operations between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The AD docket contains this
final rule, any comments received, and
other information. The street address for
the Docket Operations is listed above.

FOR FURTHER INFORMATION CONTACT:
Michael Schwetz, Aviation Safety
Engineer, Boston ACO Branch, FAA,
1200 District Avenue, Burlington, MA
01803; phone: (781) 238-7761; fax: (781)
238-7199; email: michael.schwetz@
faa.gov.

SUPPLEMENTARY INFORMATION:
Background

The European Union Aviation Safety
Agency (EASA), which is the Technical
Agent for the Member States of the
European Community, has issued EASA
AD 2020-0226-E, dated October 16,
2020 (referred to after this as “the
MCALI”), to address an unsafe condition
for the specified products. The MCAI
states:

Cracks have been reported at different
positions on two affected parts, both installed
on Slingsby T67 “Firefly’’ aeroplanes. One
crack was found during scheduled
inspection, the other crack during an
unscheduled inspection after abnormal

vibrations occurred. Both cases are under
investigation by Hoffmann Propeller.

This condition, if not detected and
corrected, could lead to in-flight propeller
detachment, possibly resulting in damage to
the airplane and/or injury to persons on the
ground.

To address this potential unsafe condition,
Hoffmann issued the SB [service bulletin],
providing applicable instructions.

For the reasons described above, this
[EASA] AD requires inspections of affected
parts and, depending on findings,
replacement, and introduces a life limit for
affected parts. This [EASA] AD also requires,
for certain aeroplanes, amendment of the
applicable Aircraft Flight Manual (AFM).

You may obtain further information
by examining the MCAI in the AD
docket at https://www.regulations.gov
by searching for and locating Docket No.
FAA-2020-1104.

FAA’s Determination

The FAA is issuing this AD because
the agency has determined the unsafe
condition described previously is likely
to exist or develop in other products of
the same type design.

Related Service Information Under 1
CFR Part 51

The FAA reviewed Hoffmann
Propeller GmbH & Co. KG Service
Bulletin SB E53, Rev. B, dated October
14, 2020. This service information
specifies procedures for visual and NDT
inspections of the propeller hub for
cracks. This service information is
reasonably available because the
interested parties have access to it
through their normal course of business
or by the means identified in
ADDRESSES.

AD Requirements

This AD requires amending the
existing AFM with abnormal propeller
vibration instructions. This AD also
requires visual inspection and NDT
inspection of the propeller hub and,
depending on the results of the
inspections, replacement of the
propeller hub with a part eligible for
installation. This AD also requires
replacement of the propeller hub before
exceeding 30 years since the date of
manufacture or within 30 days after the
effective date of this AD, whichever
occurs later.

Differences Between the AD and the
MCAI

EASA AD 2020-0226-E, dated
October 16, 2020, applies to Hoffmann
HO-V 72 propellers with propeller hub
HO-V 72 () ()-()—() that have been used
or are expected to be used for aerobatic
maneuvers. This AD applies to all
Hoffmann model HO-V 72 propellers
regardless of their use.
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EASA AD 2020-0226-E, dated
October 16, 2020, defines the life of the
propeller hub as 30 years since the first
installation on the airplane. This AD
defines the life of the propeller hub as
30 years since the date of manufacture
because the installation history of the
propeller might be unknown.

Interim Action

The FAA considers this AD interim
action. This unsafe condition is still
under investigation by the manufacturer
and, depending on the results of that
investigation, the FAA may consider
further rulemaking action.

Justification for Inmediate Adoption
and Determination of the Effective Date

Section 553(b)(3)(B) of the
Administrative Procedure Act (APA) (5
U.S.C. 551 et seq.) authorizes agencies
to dispense with notice and comment
procedures for rules when the agency,
for “good cause,” finds that those
procedures are “‘impracticable,
unnecessary, or contrary to the public
interest.” Under this section, an agency,
upon finding good cause, may issue a
final rule without providing notice and
seeking comment prior to issuance.
Further, section 553(d) of the APA
authorizes agencies to make rules
effective in less than thirty days, upon
a finding of good cause.

An unsafe condition exists that
requires the immediate adoption of this
AD without providing an opportunity
for public comments prior to adoption.
The FAA has found that the risk to the
flying public justifies foregoing notice
and comment prior to adoption of this
rule. During a scheduled inspection, a
crack was found by an operator on a
propeller hub. A second crack was
found on another propeller hub during
an unscheduled inspection by an
operator after abnormal vibrations
occurred in-flight. Hoffmann Propeller

immediately issued service information
instructing operators to visually inspect
the hub for cracks before the next flight
while the cause of the cracks are under

investigation.

A crack in the propeller hub can
result in the loss of a propeller blade,
resulting in an imbalance in the entire
engine which can render the aircraft
uncontrollable. The FAA considers a
crack in the propeller hub an urgent
safety issue that requires an immediate
action to avoid potential loss of the
airplane. Accordingly, notice and
opportunity for prior public comment
are impracticable and contrary to the
public interest pursuant to 5 U.S.C.
553(b)(3)(B). In addition, the FAA finds
that good cause exists pursuant to 5
U.S.C. 553(d) for making this
amendment effective in less than 30
days, for the same reasons the FAA
found good cause to forego notice and
comment.

Comments Invited

The FAA invites you to send any
written data, views, or arguments about
this final rule. Send your comments to
an address listed under ADDRESSES.
Include the docket number FAA—-2020—
1104 and Project Identifier MCAI-2020-
01421-P at the beginning of your
comments. The most helpful comments
reference a specific portion of the final
rule, explain the reason for any
recommended change, and include
supporting data. The FAA will consider
all comments received by the closing
date and may amend this final rule
because of those comments.

Except for Confidential Business
Information (CBI) as described in the
following paragraph, and other
information as described in 14 CFR
11.35, the FAA will post all comments
received, without change, to https://
www.regulations.gov, including any
personal information you provide. The

ESTIMATED COSTS

agency will also post a report
summarizing each substantive verbal
contact received about this final rule.

Confidential Business Information

CBI is commercial or financial
information that is both customarily and
actually treated as private by its owner.
Under the Freedom of Information Act
(FOIA) (5 U.S.C. 552), CBI is exempt
from public disclosure. If your
comments responsive to this AD contain
commercial or financial information
that is customarily treated as private,
that you actually treat as private, and
that is relevant or responsive to this AD,
it is important that you clearly designate
the submitted comments as CBI. Please
mark each page of your submission
containing CBI as “PROPIN.” The FAA
will treat such marked submissions as
confidential under the FOIA, and they
will not be placed in the public docket
of this AD. Submissions containing CBI
should be sent to Michael Schwetz,
Aviation Safety Engineer, Boston ACO
Branch, FAA, 1200 District Avenue,
Burlington, MA 01803. Any
commentary that the FAA receives
which is not specifically designated as
CBI will be placed in the public docket
for this rulemaking.

Regulatory Flexibility Act

The requirements of the Regulatory
Flexibility Act (RFA) do not apply when
an agency finds good cause pursuant to
5 U.S.C. 553 to adopt a rule without
prior notice and comment. Because FAA
has determined that it has good cause to
adopt this rule without prior notice and
comment, RFA analysis is not required.

Costs of Compliance

The FAA estimates that this AD
affects 35 propellers installed on
airplanes of U.S. registry.

The FAA estimates the following
costs to comply with this AD:

; Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Amend AFM ........cccoeerenenne. 1 work-hour x $85 per hour = $85 ........ccccceeeviereriese e $0 $85 $2,975
Visually inspect propeller hub 1 work-hour x $85 per hour = $85 .........ccceeeveeiieeiiecieeciees 0 85 2,975
NDT inspect propeller hub ...... 8 work-hours x $85 per hour = $680 .........cccceveeeererernrenennes 0 680 23,800

The FAA estimates the following
costs to do any necessary replacement
that would be required based on the

results of the inspections. The agency
has no way of determining the number

of aircraft that might need this
replacement:


https://www.regulations.gov
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ON-CONDITION COSTS

: Cost per
Action Labor cost Parts cost product
Replace propeller hub ..........cccooovveiiiiiieiiecee e 5 work-hours x $85 per hour = $425 ...........cccccvvennee. $1,600 $2,025

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs” describes in more
detail the scope of the Agency’s
authority.

The FAA is issuing this rulemaking
under the authority described in
Subtitle VII, Part A, Subpart III, Section
44701: General requirements. Under
that section, Congress charges the FAA
with promoting safe flight of civil
aircraft in air commerce by prescribing
regulations for practices, methods, and
procedures the Administrator finds
necessary for safety in air commerce.
This regulation is within the scope of
that authority because it addresses an
unsafe condition that is likely to exist or
develop on products identified in this
rulemaking action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a ““significant regulatory
action” under Executive Order 12866,
and

(2) Will not affect intrastate aviation
in Alaska.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

The Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

2020-25-05 Hoffmann GmbH & Co. KG:
Amendment 39-21347; Docket No.
FAA-2020-1104; Project Identifier
MCAI-2020-01421-P.

(a) Effective Date

This airworthiness directive (AD) is
effective December 22, 2020.

(b) Affected ADs
None.
(c) Applicability
This AD applies to all Hoffmann GmbH &

Co. KG (Hoffmann) model HO-V 72
propellers.

(d) Subject

Joint Aircraft System Component (JASG)
Code 6114, Propeller Hub Section.

(e) Unsafe Condition

This AD was prompted by reports of cracks
at different positions on two affected
propeller hubs. The FAA is issuing this AD
to prevent failure of the propeller hub. The
unsafe condition, if not addressed, could
result in release of the propeller, damage to
the airplane, and injury to persons on the
ground.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Required Actions

(1) Before the next flight after the effective
date of this AD, amend the existing aircraft
flight manual by inserting the procedure:
““Abnormal propeller vibrations: As
applicable, reduce engine RPM.”

(2) Before the next flight after the effective
date of this AD, and thereafter, before the
next flight after any flight where abnormal
propeller vibrations have been experienced,
visually inspect propeller hub HO-V 72 ()
()-()—() for cracks using paragraph 2.1 of
Hoffmann Propeller GmbH & Co. KG Service
Bulletin SB E53, Rev. B, dated October 14,
2020 (the SB).

(3) Within 20 flight hours after the effective
date of this AD, perform a non-destructive
test (NDT) inspection of propeller hub HO-
V 72 () ()=()—() using paragraph 2.3 of the
SB.

(4) If, during any inspection required by
paragraph (g)(2) or (3) of this AD, any crack
is detected, replace propeller hub HO-V 72
() ()-0—() with a part eligible for installation.

(5) During each overhaul of propeller hub
HO-V 72 () ()-()—() after the effective date
of this AD, perform an NDT inspection using
paragraph 2.3 of the SB.

(6) Before exceeding 30 years since the date
of manufacture, or within 30 days after the
effective date of this AD, whichever occurs
later, replace propeller hub HO-V 72 () ()-
()-() with a part eligible for installation.

(h) Definition

For the purpose of this AD, a “part eligible
for installation” is a propeller hub HO-V 72
() O)-()—() with zero hours time since new or
a propeller hub HO-V 72 () ()—()—() that has
accumulated fewer than 30 years since the
date of manufacture and has passed an NDT
inspection using paragraph 2.3 of the SB.

(i) Non-Required Actions

(1) Sending the propeller to Hoffmann for
investigation, as contained in paragraph 2.1
of the SB, is not required by this AD.

(2) Reporting propeller hubs with cracks to
Hoffmann, as contained in paragraph 2.3 of
the SB, is not required by this AD.

(j) Credit for Previous Actions

You may take credit for the initial visual
inspection and NDT inspection of the
propeller hub required by paragraphs (g)(2),
(3), and (5) of this AD if you performed any
of these actions before the effective date of
this AD using Hoffmann Propeller GmbH &
Co. KG SB E53 Rev. A, dated October 9, 2020.

(k) Special Flight Permit

A special flight permit may be issued in
accordance with 14 CFR 21.197 and 21.199
to operate the airplane to a service facility to
perform the NDT inspection. Special flight
permits are prohibited to perform the visual
inspection of the propeller hub.

(1) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Boston ACO Branch,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. In accordance with
14 CFR 39.19, send your request to your
principal inspector or local Flight Standards
District Office, as appropriate. If sending
information directly to the manager of the
certification office, send it to the attention of
the person identified in Related Information.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(m) Related Information

(1) For more information about this AD,
contact Michael Schwetz, Aviation Safety
Engineer, Boston ACO Branch, FAA, 1200
District Avenue, Burlington, MA 01803;
phone: (781) 238-7761; fax: (781) 238-7199;
email: michael schwetz@faa.gov.

(2) Refer to European Union Aviation
Safety Agency (EASA) AD 2020-0226-E,
dated October 16, 2020, for more
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information. You may examine the EASA AD
in the AD docket at https://
www.regulations.gov by searching for and
locating it in Docket No. FAA-2020-1104.

(n) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) Hoffmann Propeller GmbH & Co. KG
(Hoffmann) Service Bulletin SB E53, Rev. B,
dated October 14, 2020.

(i1) [Reserved]

(3) For Hoffmann service information
identified in this AD, contact Hoffmann
Propeller GmbH & Co. KG, Sales and Service,
Kiipferlingstrasse 9, 83022, Rosenheim,
Germany; phone: +49 (0) 8031 1878 0; fax:
+49 (0) 8031 1878 78; email: info@hoffmann-
prop.com; website: https://hoffmann-
prop.com/.

(4) You may view this service information
at FAA, Airworthiness Products Section,
Operational Safety Branch, 1200 District
Avenue, Burlington, MA 01803. For
information on the availability of this
material at the FAA, call (781) 238—7759.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA,
email: fedreg.legal@nara.gov, or go to:
https://www.archives.gov/federal-register/cfr/
ibr-locations.html.

Issued on November 30, 2020.
Lance T. Gant,

Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2020-26765 Filed 12—4—20; 8:45 am|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2020-0810; Airspace
Docket No. 19-ANM-101]

RIN 2120-AA66
Amendment of Class D and Class E
Airspace; Helena, MT

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action modifies the Class
D airspace at Helena Regional Airport.
This action also modifies the Class E
airspace, designated as a surface area.
Additionally, this action establishes
Class E airspace, designated as an
extension to a Class D or Class E surface
area. Further, this action modifies the

Class E airspace, extending upward
from 700 feet above the surface. Also,
this action modifies the Class E airspace
extending upward from 1,200 feet above
the surface. This action removes the
Helena VORTAC from the airspace legal
descriptions. Lastly, this action
implements administrative corrections
to the airspaces’ legal descriptions.

DATES: Effective 0901 UTC, February 25,
2021. The Director of the Federal
Register approves this incorporation by
reference action under Title 1 Code of
Federal Regulations part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11E,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at https://
www.faa.gov//air_traffic/publications/.
For further information, you can contact
the Airspace Policy Group, Federal
Aviation Administration, 800
Independence Avenue SW, Washington,
DC 20591; telephone: (202) 267-8783.
The Order is also available for
inspection at the National Archives and
Records Administration (NARA). For
information on the availability of FAA
Order 7400.11E at NARA, email
fedreg.legal@nara.gov or go to https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

FOR FURTHER INFORMATION CONTACT:
Matthew Van Der Wal, Federal Aviation
Administration, Western Service Center,
Operations Support Group, 2200 S.
216th Street, Des Moines, WA 98198;
telephone (206) 231-3695.

SUPPLEMENTARY INFORMATION:
Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it modifies
Class D and Class E airspace at Helena
Regional Airport, Helena, MT, to ensure
the safety and management of
Instrument Flight Rules (IFR) operations
at the airport.

History

The FAA published a notice of
proposed rulemaking in the Federal
Register (85 FR 59700; September 23,
2020) for Docket No. FAA—2020-00810
to modify Class D and Class E airspace
at Helena Regional Airport, Helena, MT.
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. One comment, that
is not germane to the proposed airspace
action, was received.

Class D, E2, E4, and E5 airspace
designations are published in
paragraphs 5000, 6002, 6004, and 6005,
respectively, of FAA Order 7400.11E,
dated July 21, 2020, and effective
September 15, 2020, which is
incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11E, Airspace Designations and
Reporting Points, dated July 21, 2020,
and effective September 15, 2020. FAA
Order 7400.11E is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11E lists
Class A, B, C, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14 Code of
Federal Regulations part 71 modifies the
Class D airspace at Helena Regional
Airport, Helena, MT. The action
modifies the Class D airspace by adding
extensions to the east and west of the
airport, to properly contain IFR
departures to 700 feet above the surface.
The airspace area is described as
follows: That airspace extending
upward from the surface to and
including 6,400 feet within a 4.4-mile
radius of the airport, and within 2 miles
each side of the 091° bearing from the
airport, extending from the 4.4-mile
radius to 5.2 miles east of the airport,
and within 2 miles each side of 292°
bearing from the airport, extending from
the 4.4-mile radius to 5.8 miles west of
Helena Regional Airport. This Class D
airspace area is effective during the
specific dates and times established in
advance by a Notice to Airmen. The
effective date and time will thereafter be
continuously published in the Chart
Supplement. This action also modifies
the Class E airspace, designated as a
surface area, to be coincident with the
new Class D dimensions. The airspace


https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
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area is as follows: That airspace
extending upward from the surface
within a 4.4-mile radius of the airport,
and within 2 miles each side of the 091°
bearing from the airport, extending from
the 4.4-mile radius to 5.2 miles east of
the airport, and within 2 miles each side
of 292° bearing from the airport,
extending from the 4.4-mile radius to
5.8 miles west of Helena Regional
Airport. This Class E airspace area is
effective during the specific dates and
times established in advance by a Notice
to Airmen. The effective date and time
will thereafter be continuously
published in the Chart Supplement.

Additionally, this action establishes
Class E airspace, designated as an
extension to a Class D or Class E surface
area. This airspace area is designed to
contain IFR aircraft descending below
1,000 feet above the surface. The
airspace area is described as follows:
That airspace extending upward from
the surface within an area bounded by
a line beginning at lat. 46°34'18.57” N,
Long. 111°51°30.319” W, to lat.
46°38’5.89” N, Long. 111°51'24.53” W,
to lat. 46°37712.53” N, Long.
111°4524.67” W, to lat. 46°32722.72” N,
Long. 111°46°31.44” W, to lat.
46°33'24.13” N, Long. 111°54’20.01” W,
then counter-clockwise along. the 4.4-
mile radius of the airport to lat.
46°34’20.01” N, Long. 111°53'22.03” W,
then to the point of beginning, and
within an area bounded by a line
beginning at lat. 46°38’39.95” N, Long.
112°06’47.50”"W, to lat. 46°36747.49” N,
Long. 112°07°53.41” W, to lat.
46°37°22.52” N, Long. 112°11’37.80” W,
to lat. 46°39°19.40” N, Long.
112°10°58.64” W, then to the point of
beginning west of Helena Regional
Airport.

Further, this action modifies the Class
E airspace extending upward from 700
feet above the surface. The action
properly sizes the airspace to contain
IFR departures to 1,200 feet above the
surface and IFR arrivals descending
below 1,500 feet above the surface. The
airspace area is described as follows:
That airspace extending upward from
700 feet above the surface within an 8.3-
mile radius of the airport, and within 1
mile each side of the 103° bearing from
the airport, extending from the 8.3-mile
radius to 10.7 miles east of the airport,
and within 1.8 miles each side of the
281° bearing from the airport, extending
from the 8.3-mile radius to 18.1 miles
west of Helena Regional Airport. This
action also modifies the Class E airspace
extending upward from 1,200 feet above
the surface to properly contain IFR
aircraft transitioning to/from the
terminal and en route environments.
The airspace area is described as

follows: That airspace extending
upward from 1,200 feet above the
surface within a 36-mile radius of
Helena Regional Airport. The action
also removes the Helena VORTAC and
all references to the VORTAC from the
Class D, E2, and E5 legal descriptions.
The navigational aid is not needed to
define the airspace. Removal of the
navigational aid allows the airspace to
be defined from a single reference point
which simplifies how the airspace is
described. The action also updates the
airport’s geographic coordinates to
match the FAA database. The
coordinates should read lat. 46°36"24”
N, Long. 111°59°0.0” W. Additionally,
the term ““Airport/Facility Directory” in
the last sentence of the Class D and
Class E2 airspace legal descriptions is
outdated, the term is updated to ““Chart
Supplement”. FAA Order 7400.11,
Airspace Designations and Reporting
Points, is published yearly and effective
on September 15.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule, when
promulgated, would not have a
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5—6.5a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(f), 106(g), 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11E,
Airspace Designations and Reporting
Points, dated July 21, 2020, and
effective September 15, 2020, is
amended as follows:

Paragraph 5000. Class D Airspace.

* * * * *

ANM MT D Helena, MT [Amended]

Helena Regional Airport, MT

(Lat. 46°36'24” N, long. 111°59°0.0” W)

That airspace extending upward from the
surface to and including 6,400 feet within a
4.4-mile radius of the airport, and within 2
miles each side of the 091° bearing from the
airport, extending from the 4.4-mile radius to
5.2 miles east of the airport, and within 2
miles each side of 292° bearing from the
airport, extending from the 4.4-mile radius to
5.8 miles west of Helena Regional Airport.
This Class D airspace area is effective during
the specific dates and times established in
advance by a Notice to Airmen. The effective
date and time will thereafter be continuously
published in the Chart Supplement.

Paragraph 6002. Class E Airspace Areas
Designated as a Surface Area.
* * * * *

ANM MT E2 Helena, MT [Amended]

Helena Regional Airport, MT

(Lat. 46°36'24” N, long. 111°59°0.0” W)

That airspace extending upward from the
surface within a 4.4-mile radius of the
airport, and within 2 miles each side of the
091° bearing from the airport, extending from
the 4.4-mile radius to 5.2 miles east of the
airport, and within 2 miles each side of 292°
bearing from the airport, extending from the
4.4-mile radius to 5.8 miles west of Helena
Regional Airport. This Class E airspace area
is effective during the specific dates and
times established in advance by a Notice to
Airmen. The effective date and time will
thereafter be continuously published in the
Chart Supplement.

Paragraph 6004. Class E Airspace Areas
Designated as an Extension to a Class D or
Class E Surface Area.

* * * * *

ANM MT E4 Helena, MT [New]
Helena Regional Airport, MT
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(Lat. 46°36'24” N, long. 111°59°0.0” W)

That airspace extending upward from the
surface within an area bounded by a line
beginning at Lat. 46°34"18.57” N, long.
111°51730.319” W, to Lat. 46°38’5.89” N,
Long. 111°51'24.53 ” W, to Lat. 46°37712.53”
N, long. 111°45'24.67 ” W, to Lat.
46°32'22.72” N, Long. 111°46'31.44” W, to
Lat. 46°33'24.13” N, Long. 111°54'20.01” W,
then counter-clockwise along the 4.4-mile
radius of the airport to Lat. 46°34’20.01” N,
long. 111°53°22.03” W, then to the point of
beginning, and within an area bounded by a
line beginning at Lat. 46°38’39.95” N, long.
112°0647.50” W, to Lat. 46°36’47.49” N, long.
112°0753.41” W, to Lat. 46°37’22.52” N, long.
112°11’37.80” W, to Lat. 46°39'19.40” N, long.
112°10’58.64” W, then to the point of
beginning west of Helena Regional Airport.

Paragraph 6005. Class E Airspace Areas
Extending Upward from 700 feet or more
above the Surface of the Earth.

* * * * *

ANM MT E5 Helena, MT [Amended]

Helena Regional Airport, MT

(Lat. 46°36'24” N, long. 111°59’0.0” W)
That airspace extending upward from 700
feet above the surface within an 8.3-mile
radius of the airport, and within 1 mile each
side of the 103° bearing from the airport,
extending from the 8.3-mile radius to 10.7
miles east of the airport, and within 1.8 miles
each side of the 281° bearing from the airport,
extending from the 8.3-mile radius to 18.1
miles west of the airport; and that airspace
extending upward from 1,200 feet above the
surface within a 36-mile radius of Helena
Regional Airport.

Issued in Seattle, Washington, on
December 1, 2020.
B. G. Chew,

Acting Group Manager, Operations Support
Group, Western Service Center.

[FR Doc. 2020-26816 Filed 12—4-20; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Office of the Secretary

14 CFR Part 399
[Docket No. DOT-OST-2019-0182]
RIN 2105-AE72

Defining Unfair or Deceptive Practices

AGENCY: Office of the Secretary (OST),
U.S. Department of Transportation
(DOT).

ACTION: Final rule.

SUMMARY: The U.S. Department of
Transportation (DOT or Department) is
issuing a final rule codifying its
longstanding definitions for the terms
“unfair” and “deceptive” in the
Department’s regulations implementing
its aviation consumer protection statute.
The final rule also describes the

Department’s procedural requirements
for its rulemaking and enforcement
actions when based on the Department’s
authority to prohibit unfair or deceptive
practices. Most of the Department’s
aviation consumer protection
regulations, such as the Department’s
rules on overbooking, are based on the
Department’s authority to prohibit
unfair or deceptive practices. This rule
is intended to provide regulated entities
and other stakeholders with greater
clarity and certainty about the
Department’s interpretation of unfair or
deceptive practices and the
Department’s process for making such
determinations in the context of
aviation consumer protection
rulemaking and enforcement actions.
DATES: Effective on January 6, 2021.

FOR FURTHER INFORMATION CONTACT:
Robert Gorman, Kimberly Graber, or
Blane Workie, Office of Aviation
Consumer Protection, U.S. Department
of Transportation, 1200 New Jersey Ave.
SE, Washington, DC 20590, 202—-366—
9342, 202—-366—7152 (fax);
robert.gorman@dot.gov;
kimberly.graber@dot.gov; blane.workie@
dot.gov (email).

SUPPLEMENTARY INFORMATION:

I. Rulemaking Background

Much of the background information
presented here also appears in the
preamble to the Department’s Notice of
Proposed Rulemaking on Defining
Unfair and Deceptive Practices
published on February 28, 2020.1 We
have presented background information
again here to assist the public in
understanding the issues involved.

A. The Department’s Unfair and
Deceptive Practices Statute

The Department’s authority to
regulate unfair and deceptive practices
in air transportation or the sale of air
transportation is found at 49 U.S.C.
41712 (“Section 41712”’) in conjunction
with its rulemaking authority under 49
U.S.C. 40113, which states that the
Department may take action that it
considers necessary to carry out this
part, including prescribing regulations.
Section 41712 gives the Department the
authority to investigate and decide
whether an air carrier, foreign air
carrier, or ticket agent is engaged in an
unfair or deceptive practice in air
transportation or the sale of air
transportation. Under Section 41712,
after notice and an opportunity for a
hearing, the Department has the
authority to issue orders to stop an
unfair or deceptive practice. A different

1“Defining Unfair or Deceptive Practices,” 85 FR
11881 (February 28, 2020).

statute, 49 U.S.C. 46301, gives the
Department the authority to issue civil
penalties for violations of Section 41712
or for any regulation issued under the
authority of Section 41712.

B. Request for Regulatory Reform

On February 24, 2017, President
Trump signed Executive Order 13777,
Enforcing the Regulatory Reform
Agenda, which requires each Federal
agency to establish a Regulatory Reform
Task Force to evaluate existing
regulations, and make recommendations
for their repeal, replacement, or
modification. As part of this process, the
Department is directed to seek input
and assistance from entities
significantly affected by its regulations.
On October 1, 2017, the Department
issued a Notice of Regulatory Reform
seeking written input from the public on
existing regulations and other actions
that are good candidates for repeal,
replacement, or modification.z In
response to the Notice, Airlines for
America (A4A), an airline trade
association, urged the Department to
adopt policies defining unfairness and
deception in Section 41712 consistent
with principles articulated in Federal
Trade Commission (FTC) and Federal
court precedent interpreting those
terms.? A4A also urged the Department
to adopt various procedures which
would, in its view, ensure that the
Department’s enforcement and
rulemaking activities were rooted in
fairness, due process, and an adequate
factual foundation.

C. Department’s Comprehensive Update
of Rulemaking and Enforcement
Procedures

On December 27, 2019, the
Department issued a comprehensive
update and consolidation of its
procedural requirements for the
Department’s rulemaking and
enforcement actions.* This update
reflects the Department’s policy that
regulations should be straightforward
and clear, incorporate best practices for
economic analyses, and provide for
appropriate public participation.5 It also
reflects the Department’s policy that
enforcement actions should satisfy
principles of due process and remain

2“Notification of Regulatory Review,” 82 FR
45750 (October 1, 2017).

3 See Comment of A4A, Docket DOT-OST-2017—
0069-2753, available at www.regulations.gov.

4 “Administrative Rulemaking, Guidance, and
Enforcement Procedures,” 84 FR 71714 (December
27,2019), amending 49 CFR part 5 and other
provisions.

584 FR 71718-71826.
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lawful, reasonable, and consistent with
Administration policy.®

D. Summary of Notice of Proposed
Rulemaking (NPRM)

On February 28, 2020, the Department
published an NPRM proposing to define
the terms “unfair” and “deceptive”
found in Section 41712, the
Department’s aviation consumer
protection statute. The NPRM also
proposed a series of amendments to the
Department’s aviation consumer
protection procedures with respect to
both regulation and enforcement. The
proposals were issued to provide greater
clarity, transparency, and due process in
future aviation consumer protection
rulemakings and enforcement actions.

By way of background, the
Department described the origin of
section 41712 and explained how it was
modeled on Section 5 of the Federal
Trade Commission (FTC) Act. The
Department explained that while
Section 5 vests the FTC with broad
authority to prohibit unfair or deceptive
practices in most industries, Congress
granted the Department the exclusive
authority to prohibit unfair or deceptive
practices of air carriers and foreign air
carriers. The Department noted that
DOT and FTC share the authority to
prohibit unfair or deceptive practices by
ticket agents in the sale of air
transportation.

Next, the Department explained that
in December 1980, the FTC issued a
Policy Statement to Congress, which
articulated general principles drawn
from FTC decisions and rulemakings
that the Commission applies in
enforcing its mandate to address
unfairness under the FTC Act.” These
principles were applied in FTC
enforcement cases and rulemakings, and
approved by reviewing Federal courts.8
The FTC explained that unjustified
consumer injury is the primary focus of
the FTC Act. This concept contains
three basic elements. An act or practice
is unfair where it: (1) Causes or is likely
to cause substantial injury to
consumers; (2) cannot be reasonably
avoided by consumers; and (3) is not
outweighed by countervailing benefits

684 FR 71729-71733.

7 Letter from the FTC to Hon. Wendell Ford and
Hon. John Danforth, Committee on Commerce,
Science and Transportation, United States Senate,
Commission Statement of Policy on the Scope of
Consumer Unfairness Jurisdiction (December 17,
1980), appended to International Harvester Co., 104
F.T.C. 949, 1070, 1073 (1984).

8 See, e.g., International Harvester, 104 F.T.C. 949
(1984); Credit Practices Rule, Statement of Basis
and Purpose, 49 FR 7740 (1984) (“Credit Practices
Rule SBP”); Orkin Exterminating Co., Inc., 108
F.T.C. 263 (1986); aff’d, FTC v. Orkin, 849 F.2d
1354 (11th Cir. 1988).

to consumers or to competition. The
FTC also considers public policy, as
established by statute, regulation, or
judicial decisions, along with other
evidence in determining whether an act
or practice is unfair.

These principles are now reflected in
the FTC Act itself. In 1994, Congress
enacted 15 U.S.C. 45(n), which states
that the FTC shall have no enforcement
authority or rulemaking authority to
declare an act or practice unfair unless
it is likely to cause substantial injury to
consumers which is not reasonably
avoidable by consumers themselves and
not outweighed by countervailing
benefits to consumers or to competition.
Congress further provided in Section
45(n) that the FTC could rely on public
policy, along with other evidence, for
making a determination of unfairness,
but public policy may not be the
primary basis of its decision.

Next, the Department explained that
in 1983, the FTC issued a Policy
Statement on Deception.® Like the 1980
Policy Statement on Unfairness, the
1983 Policy Statement clarified the
general principles that the FTC applies
in enforcing its mandate to address
deception under the FTC Act. As
explained in the Policy Statement, an
act or practice is deceptive where: (1) A
representation, omission, or practice
misleads or is likely to mislead the
consumer; (2) a consumer’s
interpretation of the representation,
omission, or practice is considered
reasonable under the circumstances;
and (3) the misleading representation,
omission, or practice is material.

In the NPRM, the Department
proposed to adopt definitions of
“unfair” and ‘“deceptive” that echo FTC
precedent. The Department explained
that adopting these definitions would
simply codify existing practice and
would not reflect a change of policy,
because the Department’s Office of
Aviation Consumer Protection (formerly
known as the Office of Aviation
Enforcement and Proceedings), a unit
within the Office of the General Counsel
that enforces aviation consumer
protection requirements, has often
explicitly relied on those definitions in
its enforcement orders.

Next, the Department proposed a set
of procedural rules that would govern
the Department’s future discretionary
rulemaking and enforcement efforts in
the area of aviation consumer
protection. With respect to rulemaking
actions, the Department proposed three
measures. First, future rulemakings

9FTC Policy Statement on Deception (Oct. 14,
1983), 103 F.T.C. 174, 175 (1984) (appended to
Cliffdale Assocs., Inc., 103 F.T.C. 110 (1984)).

declaring certain practices to be
“unfair” or “deceptive” would use the
Department’s proposed definitions of
those terms.10 In prior rulemakings, the
Department tended to make a
conclusory statement that a practice was
unfair or deceptive and did not provide
its reasoning for that conclusion. In
arriving at these conclusions that certain
practices were unfair or deceptive, DOT
employed the same definitions that are
set forth in this rule, though that
analysis was done informally at the
Department and not further described in
rule preambles.

Second, future discretionary
rulemakings would be subject to a
hearing procedure. Specifically, if the
Department proposes that a practice was
unfair or deceptive in a rulemaking, and
that rulemaking raised scientific,
technical, economic, or other factual
issues that are genuinely in dispute,
then interested parties may request an
evidentiary hearing to gather evidence
on those disputed issues of fact. Third,
future rulemakings would explain the
Department’s basis for finding a practice
to be unfair or deceptive.

With respect to enforcement, the
Department proposed three measures.
First, when taking enforcement action
against an airline or ticket agent for
unfair or deceptive practices, the
Department would use the proposed
definitions of “unfair”” and “deceptive”
set forth above (unless a specific
regulation issued under the authority of
section 41712 applied to the practice in
question, in which case the terms of the
specific regulation would apply).
Second, in future enforcement actions,
the Department would provide the
airline or ticket agent with the
opportunity to be heard and to present
mitigating evidence. This final rule
codifies the longstanding practice of
allowing regulated entities to present
mitigating evidence during the course of
informal DOT enforcement actions. In a
typical enforcement action, the Office of
Aviation Consumer Protection issues an
investigation letter to an airline or ticket
agent, seeking information about the
extent and nature of the violations.
During that process, the Office also
allows airlines and ticket agents to
present mitigating evidence (e.g., that
consumer harm was low, or that the
airline or ticket agent has taken steps to
mitigate the harm to consumers). While
the rule now makes this process
explicit, we do not expect an expansion
in its usage; instead, we expect that it

10 The proposal recognized that if Congress
directed the Department to issue a rule declaring a
specific practice to be unfair or deceptive, then the
Department would do so without reference to the
Department’s own definitions.
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will continue unchanged after the
issuance of this final rule. Third, in
future enforcement orders, if a specific
regulation does not apply to the practice
in question, the Department would
explain the basis for its finding that a
practice was unfair or deceptive. The
Department is of the view that these
measures generally codify existing
practice.

In addition, the Department solicited
comment on related matters. For
example, the Department asked whether
the term ““practice” should be defined.
The Department also noted that it relies
on its general unfair and deceptive
practices authority in certain
specialized areas (e.g., privacy, frequent
flyer programs, and air ambulance
service) and asked whether the
proposed general definitions of “unfair”
or “deceptive” were sufficient to
provide stakeholders sufficient notice of
what constitutes an unfair or deceptive
practice in these or other subject areas.

The comment period for the NPRM
was originally scheduled to expire on
April 28, 2020. However, in response to
a request by consumer advocacy
organizations, the comment period was
extended to May 28, 2020.

II. Summary of NPRM Comments and
the Department’s Responses

A. Overview

The Department received a total of
224 comments by the end of the
comment period. Approximately 180
comments were filed by individual
consumers, who almost uniformly
opposed the NPRM. Individual
consumers typically did not comment
on any specific provision, but instead
opposed the NPRM as a whole, viewing
it as a weakening of aviation consumer
protection. Many consumers noted with
disapproval that the NPRM was
initiated at the request of airlines, which
in their view engage in practices that are
anti-consumer.

Consumer advocacy organizations 11
and two FTC Commissioners 12
generally opposed the proposals on the
ground that they were either
unnecessary or weakened consumer
protection. Four Senators and one
Member of Congress 13 urged the
Department to discontinue the NPRM

11 Travelers United, Flyersrights.org, National
Consumers League, Consumer Action, American
Association for Justice (formerly American Trial
Lawyers’ Association), Travel Fairness Now,
Consumer Reports, Consumer Federation of
America, and US PIRG.

12 Commissioners Rebecca Kelly Slaughter and
Rohit Chopra.

13 Senators Edward J. Markey, Tammy Baldwin,
Maria Cantwell, and Richard Blumenthal and
Representative Katie Porter.

for many of the same reasons identified
by consumer advocates and the FTC
Commissioners.

Airline associations, individual
airlines, and a nonprofit public policy
organization 14 broadly supported the
proposals in the NPRM on the ground
that they provided greater transparency
and due process in the Department’s
rulemaking and enforcement activities.
Airlines also suggested that the
Department adopt additional provisions,
which will be discussed in greater detail
below.

Travel agent representatives and a
large travel agency 1° generally
supported the NPRM for the reasons
expressed by airlines; however, they
opposed the proposal to adopt hearing
procedures relating to discretionary
aviation consumer protection
rulemakings.

We will discuss the comments in
further detail below.

B. Definitions

1. Definitions of “Unfair” and
“Deceptive”

Consumer advocacy organizations
generally recognized that the proposed
definitions of “‘unfair” and “deceptive”
mirror the FTC’s interpretation of those
terms. They argued, however, that the
Department should not limit itself to
those specific definitions. They
contended that the flexibility of
undefined terms serves as a deterrent to
engaging in practices that do not fit
within the proposed definitions, but
which may nevertheless be unfair or
deceptive.

They argued that this flexibility is
especially important in the field of air
transportation because the Airline
Deregulation Act (ADA) prohibits States
from regulating the unfair and deceptive
practices of airlines. They contended
that outside of the field of aviation,
State consumer protection laws serve as
a backstop to the FTC’s authority, and
that many consumer protection agencies
take aggressive and successful action
under State law with respect to
practices that would not qualify as
unfair or deceptive under the FTC’s
definitions. They also observed that
because of ADA preemption, relief in
court is generally limited to Federal
class-actions or small claims. Consumer
organizations concluded that the FTC
definitions may be used for guidance,

14 Airlines for America (A4A), International Air
Transport Association (IATA), National Business
Aviation Association (NBAA), U.S. Tour Operators
Association (USTOA), Spirit Airlines, Southwest
Airlines, and the Competitive Enterprise Institute
(CED.

15 Travel Tech and BCD Travel USA.

but should not be transformed into
regulatory text.

FTC Commissioner Chopra urged the
Department not to adopt the FTC’s
definitions, for many of the reasons
identified by consumer advocacy
organizations. He also raised several
additional concerns. First, he argued
that after the FTC adopted its Policy
Statement on Unfairness in 1980, the
Commission’s “number of enforcement
actions and rulemakings plummeted,
leaving a vacuum that hobbled
development of the law.” 16
Commissioner Chopra also argued that
“the key planks undergirding the FTC’s
unfairness definition—competitive
markets, consumer choice, and a de-
emphasis on public policy—are poorly
suited to airline regulation,” because the
aviation market is not competitive, in
his view, and because the
Transportation Code affirmatively
requires the Secretary to emphasize
certain public policies.1? He also argued
that the proposed definitions do not
adequately take these policies into
account.

Airlines and travel agents supported
the proposed definitions, arguing that
they provide much-needed transparency
and predictability to regulated
industries. Southwest Airlines argued
that the lack of clear definitions has led
DOT to overreach in certain past
rulemakings and enforcement actions.
Southwest also argued that the third
prong of the unfairness definition (i.e.,
that the harm of the practice “is not
outweighed by countervailing benefits
to consumers or to competition”)
correctly reflects departmental policy to
place “maximum reliance on
competitive market forces and on actual
and potential competition.” 18 Spirit
Airlines suggested that the proposed
definition of “deceptive,” which
currently refers to misleading a singular
“‘consumer’’ acting reasonably under the
circumstances, should be written in the
plural to reflect that the practice must
be misleading to “consumers” in the
aggregate. Travel agents argued that
because DOT and FTC share jurisdiction
over them, it is important for the two
regulatory standards to be harmonious.

16 Comment of Commissioner Chopra at 2. He
particularly noted that in the years after adoption
of the Policy Statement, the FTC failed to take
action against predatory lending and the deceptive
practices of the tobacco industry; instead, states
took the lead, and the FTC’s authority over
consumer lending practices was transferred to the
Consumer Financial Protection Bureau (CFPB),
which has a broader standard for taking
enforcement action than the FTC. Id. at 6-8.

17 Id. at 10.

18 Southwest comment at 4, citing 49 U.S.C.
40101(a)(6), (12).
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After reviewing the comments, the
Department remains of the view that it
should adopt the definitions of “unfair’
and “deceptive” as proposed. We are
guided by the principles set forth in our
recent final rule, “Administrative
Rulemaking, Guidance, and
Enforcement Procedures,” which seeks
to provide greater transparency to
regulated entities when conducting
enforcement actions and
adjudications.® Offering clear
definitions of “unfair”” and “deceptive”
will serve this goal. We note that
transparency and clarity is particularly
needed with respect to ticket agents,
which are subject to both FTC and DOT
jurisdiction.

We stress that the definitions that we
adopt do not reflect a substantive
departure from past DOT practice. As
we explained in the NPRM, DOT has
traditionally relied on these definitions
when taking enforcement and
discretionary rulemaking actions.
Therefore, the Department is not of the
view that codifying these definitions
will diminish the Department’s
authority to take enforcement action or
to regulate effectively.

We recognize the argument of
consumer advocacy organizations and
Commissioner Chopra that the ADA
preempts State consumer protection
agencies from acting as a more
aggressive backstop to DOT action. At
present, however, we are of the view
that the proposed definitions are
adequate to ensure regulations continue
to prohibit unfair and deceptive
practices while at the same time
providing necessary transparency to the
regulated industry. We also recognize
that under FTC practice, the role of
public policy is explicitly
deemphasized,2? while Congress has
directed the Department to take into
account a variety of policies in
conducting economic regulation of air
transportation.2? We are not convinced
that this distinction compels a different
result. While the definitions of “unfair”
and “deceptive” will remain the guiding
principles for regulation and
enforcement, in doing so, the
Department recognizes its statutory

’

1984 FR 71716, citing Executive Order 13892,
“Promoting the Rule of Law Through Transparency
and Fairness in Civil Administrative Enforcement
and Adjudication” (October 9, 2019).

20 As noted above, pursuant to 15 U.S.C. 45(n),
the FTC may rely on public policy, along with other
evidence, for making a determination of unfairness,
but public policy may not be the primary basis of
its decision.

2149 U.S.C. 40101 (directing the Department,
when engaging in economic regulation of air
transportation, to consider 16 matters, ‘“among
others, as being in the public interest and consistent
with public convenience and necessity.”)

responsibility to consider the public
policies enumerated by Congress. These
policies include safety, ensuring
economic competition, and preventing
unfair and deceptive practices.22

2. Intent as an Element of Unfairness or
Deception

The proposed rule would clarify that
intent is not an element of either
unfairness or deception. We received
relatively few comments on this issue.
FTC Commissioners Chopra and
Slaughter both expressed the view that
the Department’s position was legally
correct. A4A and IATA, however, urged
the Department to adopt an “intent to
deceive” standard for both unfairness
and deception. In the alternative, they
urged the Department to give lack of
intent “significant weight” when
exercising its enforcement discretion.

We remain of the view that intent is
not an element of either unfairness or
deception.23 We also reject A4A and
IATA’s suggestion to adopt an intent
requirement. Such a requirement would
place the Department’s view of
unfairness and deception substantially
out of step with FTC precedent. It
would also limit the Department’s
consumer protection actions to only
those matters where parties establish
and the Department can substantiate the
private intent of carriers and ticket
agents. In light of the revisions to the
Department’s rulemaking and
enforcement procedures adopted in this
final rule to enhance the justifications
for actions taken under the
Department’s statutory authority, we
view this as an unnecessary and
unacceptably high bar. We also decline
to include in the regulation the weight
that lack of intent should be given in
any future enforcement action, because
the proper exercise of enforcement
discretion generally involves an
individualized consideration of a
variety of factors.24

3. Definition of Additional Terms

Airlines urged the Department to
define further the component elements
of unfairness and deception, such as
“substantial harm,” “‘likely to mislead,”

22 See 49 U.S.C. 40101(a)(1), (4), (6), (7), (9), and
(12).

23 See 85 FR 11885 (intent is not required under
Federal case law interpreting the FTC Act, and
noting that the definition of “false advertisement”
in the FTC Act makes no reference to intent to
deceive).

24 See 49 CFR 5.97 (“Where applicable statutes
vest the agency with discretion with regard to the
amount or type of penalty sought or imposed, the
penalty should reflect due regard for fairness, the
scale of the violation, the violator’s knowledge and
intent, and any mitigating factors (such as whether
the violator is a small business)”).

“reasonably avoidable,” and ‘“‘acting
reasonably under the circumstances.” In
general, airlines asked the Department
to adapt into regulatory text certain
aspects (but not all of the aspects) of the
FTC’s guidance on these terms, as found
in the 1980 Policy Statement on
Unfairness and the 1983 Policy
Statement on Deception. We decline
this invitation, because the regulatory
text adequately explains the necessary
elements of unfairness and deception.25
The Department will continue to look to
the FTC Policy Statements, as well as
FTC precedent and the Department’s
own precedent, for guidance in
determining whether any specific
practice meets all of the component
elements of unfairness and deception.

4. Definition of “Practice”

In the NPRM, the Department noted
that neither the DOT nor the FTC Act
defines “practice.” The Department
indicated that it did not believe that a
definition of “practice’” was necessary,
because its aviation consumer
protection regulations are always
directed to “practices” rather than
individual acts. The Department also
explained that its enforcement efforts
include a determination that the
conduct in question reflects a practice
or policy affecting multiple consumers,
rather than an isolated incident. We
concluded that “in general, the
Department is of the view that proof of
a practice in the aviation consumer

25 For example, A4A/IATA asks the Department
to define “substantial harm™ as not involving
merely trivial or speculative harm. A4A/IATA
comment at 6, citing 1980 FTC Policy Statement on
Unfairness. We are of the view that this clarification
is unnecessary because the term “substantial harm”
would necessarily exclude “trivial or speculative
harm.” (We also observe, however, that in keeping
with 15 U.S.C. 45(n), a practice is unfair not only
if it causes substantial harm, but if also it is likely
to cause substantial harm.)

Similarly, A4A/IATA asks us to define “not
reasonably avoided” as excluding circumstances
where a consumer’s willful, intentional, or reckless
conduct leads to harm (for example, by
intentionally taking advantage of a mistakenly
published fare). We are of the view that in general,
the term ‘“‘not reasonably avoided” would
necessarily exclude the types of self-imposed harms
described by A4A and IATA. We also note that
mistaken fares are governed by a specific regulation
relating to post-purchase price increases (14 CFR
399.88). The Department has issued guidance with
respect to mistaken fares at https://
www.transportation.gov/sites/dot.gov/files/docs/
Mistaken_Fare_Policy_Statement_05082015_0.pdf.

Finally, A4A, IATA, Southwest, and Spirit all
stress under the 1983 FTC Policy Statement on
Deception, deception should be judged by reference
to reasonable consumers as a whole, and that a
single consumer’s unreasonable interpretation of a
statement does not make it deceptive. We agree that
deception is judged in reference to a reasonable
consumer and believe that these concepts are
adequately reflected in the phrase “acting
reasonably under the circumstances,” regardless of
whether the word ““‘consumer” is singular or plural.


https://www.transportation.gov/sites/dot.gov/files/docs/Mistaken_Fare_Policy_Statement_05082015_0.pdf
https://www.transportation.gov/sites/dot.gov/files/docs/Mistaken_Fare_Policy_Statement_05082015_0.pdf
https://www.transportation.gov/sites/dot.gov/files/docs/Mistaken_Fare_Policy_Statement_05082015_0.pdf
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protection context requires more than a
single isolated incident. On the other
hand, even a single incident may be
indicative of a practice if it reflects
company policy, training, or lack of
training.” 26 We sought comment,
however, on whether a definition of
“practice” was necessary.

We received relatively few comments
on this issue. Consumer advocacy
organizations largely did not address it.
Spirit, Travel Tech, and FTC
Commissioner Slaughter opined that a
definition was not necessary. The
NBAA and USTOA urged the
Department to adopt a definition that
reflected the Department’s current
understanding, described above. A4A
and IATA urged the Department to
define “practice” as “‘a pattern of
repetitive conduct that harmed multiple
consumers rather than a single act.” 27
A4A and IATA stated that under this
standard, one “mistaken advertisement
would not be a practice even if the same
advertisement runs multiple times.28
Relatedly, A4A and IATA urged the
Department to refrain from taking
enforcement action with respect to “‘a
single act or isolated acts by a carrier,”
and instead take action only if the
conduct is repeated after a warning.29

After reviewing the comments on this
issue, we remain of the view that it is
not necessary to define ‘“practice.” The
Department notes that this issue will
arise in relatively rare instances where
the Department seeks to take
enforcement action in an area where no
specific regulation applies, and where
there is a reasonable disagreement over
whether the conduct reflects a truly
isolated incident. In such cases,
regulated entities will have the
opportunity to be heard and to present
evidence that the conduct at issue does
not constitute a practice, as set forth in
this rule.

’

C. Rulemaking Proposals

In the NPRM, the Department
proposed a hearing procedure that
would be available when the
Department proposed a discretionary
aviation consumer protection
rulemaking declaring a practice to be
unfair or deceptive. To summarize, after
the issuance of an NPRM, interested
parties could request a formal hearing
on the ground that the proposed rule
raised one or more disputed technical,
scientific, economic, or other complex
factual issues. The General Counsel
would have the authority to grant or

2685 FR 11885.

27 Comment of A4A/IATA at 12.
28],

29]d. at 13.

deny the hearing using criteria set forth
in this rule. If the hearing is granted, an
Administrative Law Judge or other
neutral hearing officer would conduct
the formal hearing using procedures
adapted from the Administrative
Procedure Act (APA) or similar rules
adopted by the Secretary. The hearing
officer would issue a detailed report on
the disputed factual issue(s), after which
the General Counsel would determine
whether the proposed rule should be
continued, amended, or terminated.

Consumer advocacy organizations
strongly urged the Department not to
adopt these hearing procedures. They
argued that the Department did not
demonstrate that the typical notice-and-
comment procedures of the APA were
inadequate to gather a proper factual
basis for discretionary rulemakings.
Some commenters noted that these
hearing procedures were unnecessary
given the updates to the Department’s
general rulemaking procedures in 49
CFR part 5. They also contended that
formal hearing procedures will
inevitably create lengthy delays and
numerous opportunities for regulated
entities to lobby against the proposed
rule. Some commenters argued that the
proposed rulemaking has more liberal
standards for granting a hearing than
there are for denying a hearing; as a
result, hearings will threaten to become
the norm. Other advocates observed that
the proposal does not have a clear
mechanism for consumers to argue that
a hearing is not necessary.

FTC Commissioner Slaughter
commented on the FTC’s own
experience with similar formal hearing
procedures, which were imposed by
Congress, known as ‘““Mag-Moss”
procedures.2® Commissioner Slaughter
argued that such hearing procedures do
not make rulemaking impossible, but
“the great difficulty of undergoing a
Mag-Moss rulemaking compared with
rulemaking under the APA should not
be understated. The additional
procedural requirements represent an
enormous drain on staff resources, to
say nothing of the additional time and
effort they require of stakeholders.” 31
She argued that there is a growing
bipartisan consensus for the FTC to
issue privacy regulations not under
Mag-Moss, but instead under APA
procedures. Commissioner Slaughter
argued that if the Department issues its
own privacy regulations using the
proposed formal hearing procedures, the

30See 15 U.S.C. 57a (codifying the Magnuson-
Moss Warranty—Federal Trade Commission
Improvement Act of 1975, Public Law 93-637
(“Mag-Moss”).

31 Comment of Commissioner Slaughter at 3.

Department will “create a regulatory
incongruence in which the Department
is the slowest and least capable
regulator in the privacy arena.” 32

Ticket agents also urged the
Department not to adopt formal hearing
procedures, for many of the reasons
cited by consumer advocates and
Commissioner Slaughter. Travel Tech
noted the incongruity of the Department
requiring heightened hearing
procedures only for its highest-cost
rules and for discretionary aviation
consumer protection rules, which
generally do not impose nearly such a
high economic burden.33 Travel Tech
also argued that the Department’s
institutional expertise in aviation
consumer protection matters ensures
that formal hearing will generally not be
necessary. Travel Tech contended that
formal hearings should only be required
when directed by Congress or under
very limited and unusual
circumstances.34

Airlines generally favored the
proposal on the ground that it provides
regulated entities with an opportunity to
test thoroughly the factual assumptions
on which discretionary consumer
protections are based. They argued that
such hearings are helpful to determine
whether a market failure has taken place
such that regulation is necessary.3%

After careful review of the comments
in this area, the Department has decided
to retain a hearing procedure that would
be available when the Department
proposes a discretionary aviation
consumer protection rulemaking
declaring a practice to be unfair or
deceptive. This is consistent with
section 41712, which requires notice
and an opportunity for a hearing before
a finding that an air carrier, foreign air
carrier, or ticket agent is engaged in an

32]d. at 4.

33 Comment of Travel Tech at 6-7.

34]d. at 9 (““Travel Tech thus proposes that a
formal fact-finding hearing would only be
appropriate in the very unusual circumstance when
either Congress directs that a specific rule be
adopted only after an on the record hearing or when
the agency’s General Counsel finds that a specific
factual issue critical to a claim that a particular
practice is unfair or deceptive (and not an economic
or policy consideration) is in dispute and cannot be
adequately resolved through the usual notice-and-
comment process.)”

35 A4A Comment at 16, citing 49 CFR 5.11 (before
initiating a rulemaking, the Department should
identify “the need for the regulation, including a
description of the market failure or statutory
mandate necessitating the rulemaking”). See also
comment of Spirit Airlines (arguing that the
Department’s repealed NPRM on dissemination of
ancillary fees to third party ticket sellers was based
on conflicting/misleading information regarding
passengers’ ability to get this information). Spirit
also argued that the Department should engage in
Advance Notice of Proposed Rulemaking (ANPRM)
to gather comment on whether practices are unfair
or deceptive.
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unfair or deceptive practice or an unfair
method of competition. The Department
sees value in offering additional hearing
procedures for low-cost discretionary
aviation consumer protection rules
where scientific, technical, economic, or
other factual issues are genuinely in
dispute. At the same time, the
Department recognizes the concerns
raised by commenters that formal
hearing procedures may add time to the
rulemaking process. As such, the
hearing procedures for discretionary
aviation consumer protection rules set
forth in this final rule differ from the
procedures set forth in the Department’s
general rulemaking procedures in 49
CFR part 5 for the Department’s high-
impact or economically significant
rules. For example, under this final rule,
the General Counsel would be free to
adopt more flexible rules for the hearing
than would be required for a high-
impact or economically significant
rulemaking. The General Counsel also
has more flexibility with respect to
appointing an appropriate hearing
officer for such hearings. Finally, the
presiding officer is not required to issue
a report; the officer need only place on
the docket minutes of the hearing with
sufficient detail as to reflect fully the
evidence and arguments presented on
the disputed issues of fact, along with
proposed findings addressing those
issues. By adopting hearing procedures
for discretionary aviation consumer
protection rulemakings that are less
stringent and more flexible than the
formal hearing procedures for high
impact or economically significant
rules, the Department ensures that
interested parties have an opportunity
to test factual assumptions on which
discretionary consumer protection
rulemaking actions are based, consistent
with the underlying statutory authority
under which the Department is
regulating, while minimizing the
likelihood of extensive delays or a drain
on staff resources.

These procedures, as modified, reflect
the Department’s continued view that
interested parties should have the
opportunity to be heard when the
Department proposes discretionary
rulemakings that may be based on
complex and disputed economic,
technical, or other factual issues. We
also note that the ordinary notice and
comment procedures of the APA remain
the default process: To obtain a hearing,
the party requesting the hearing has the
initial burden of showing that, among
other factors, the ordinary notice and
comment procedures are unlikely to
provide an adequate examination of the
issues to permit a fully informed

judgment. The rule retains the safeguard
that the General Counsel may decline a
hearing if it would unreasonably delay
the rulemaking. We also generally
disagree with commenters who stated
that the standards for granting a hearing
are necessarily more lenient than the
standards for denying them.

We also note that the Department’s
use of similar procedures to supplement
traditional notice-and-comment is not
new.36 For example, in 2011, the
Department’s Bureau of Transportation
Statistics held a public meeting to
gather information about industry
practices for processing and accounting
for baggage and wheelchairs, in
connection with a pending
rulemaking.37 More recently, the
Department asked the Architectural and
Transportation Barriers Compliance
Board (Access Board) to hold a hearing
to gather public input on potential new
standards for on-board wheelchairs, also
in connection with a pending
rulemaking.38 The Department
recognizes certain differences between
the public meetings that sometimes
were held in the context of earlier
rulemakings 39 and the hearings
contemplated by this rule. For example,
hearings will be held before a neutral
officer, who must make findings on the
record, while public meetings were
previously led by staff from the
government office involved in the
rulemaking and findings were not
separately summarized and placed on
the record but rather were noted in the
preamble if they were relied on in the
rulemaking. Moreover, this rule clearly
identifies procedures to all interested
persons that hearings may be requested,
while previously there was no formal
process to request a public meeting so
they were more likely to have been
instituted by the Department or
requested only by those parties that
knew that the Department was open to
holding public meetings in appropriate
instances. In sum, while the hearing
procedures reflected in the final rule
may result in some additional delays to
the rulemaking process beyond what

36 See https://cms7.dot.gov/regulations/

rulemaking-process, under ‘“‘May an agency
supplement the APA requirements?” (“We may use
public meetings or hearings before or after a
proposal is issued for a variety of reasons. Public
meetings allow us to ask questions. They allow for
interaction among participants with different views
on the issues involved, and they provide a better
opportunity for members of the public who believe
they are more effective making oral presentations
than submitting written comments.”)

37 See https://www.regulations.gov/
document?D=RITA-2011-0001-0280.

3884 FR 43100 (August 20, 2019); see https://
www.regulations.gov/document?D=ATBCB-2019-
0002-0001.

39F.g., 77 FR 25105 (April 27, 2012).

was experienced with public meetings,
on the whole the new procedures will
promote fairness, due process, and well-
informed rulemaking, without unduly
delaying the proceeding itself, and
represent a reasonable and balanced
approach consistent with the
Department’s rulemaking and
enforcement policies.

D. Enforcement Proposals

In the NPRM, the Department
proposed to codify certain enforcement
practices. First, the Department
proposed that before the Office of
Aviation Consumer Protection
determined how to resolve a matter
involving a potential unfair or deceptive
practice, it would provide an
opportunity for the alleged violator to be
heard and to present relevant evidence
in its defense. Such evidence would
include, but not be limited to, the
following: (1) Evidence that the
consumer protection regulation at issue
was not violated; (2) evidence that the
conduct was not unfair or deceptive (if
no specific regulation applied); and (3)
evidence that that consumer harm was
limited or that the alleged violator has
taken steps to mitigate the harm. The
Department also proposed that when the
Office issued a consent order declaring
that a practice was unfair or deceptive,
and no specific regulation applied to the
conduct at issue, then the Office would
explain the basis for its finding that the
conduct was unfair or deceptive, using
the definitions set forth in this rule.
Finally, the Department clarified that if
the Office took enforcement action
against a regulated entity by filing a
complaint with an Administrative Law
Judge, then the entity would have the
opportunity for notice and a hearing as
set forth in 14 CFR part 302. We noted
that these procedures reflected the
longstanding practices of the Office of
Aviation Consumer Protection.

We received few comments on this
element of the proposed rule. Most
consumer advocates did not opine on
the issue, while National Consumers
League and Consumer Action advised
that they were unnecessary. Travel
Fairness Now generally did not object to
the measures, but urged the Department
to declare that an unfair or deceptive
practice with limited consumer harm
would still be subject to enforcement
action. Airlines and ticket agents
generally supported these proposals.

In the final rule, we will adopt these
measures as proposed in the NPRM.
They reflect current practice, and afford
reasonable due process to regulated
entities. These specific measures are
also consistent with the general
principles set forth in the Department’s


https://www.regulations.gov/document?D=ATBCB-2019-0002-0001
https://www.regulations.gov/document?D=ATBCB-2019-0002-0001
https://www.regulations.gov/document?D=ATBCB-2019-0002-0001
https://www.regulations.gov/document?D=RITA-2011-0001-0280
https://www.regulations.gov/document?D=RITA-2011-0001-0280
https://cms7.dot.gov/regulations/rulemaking-process
https://cms7.dot.gov/regulations/rulemaking-process
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recent final rule relating to
enforcement.40

E. Privacy, Air Ambulance, and
Frequent Flyer Programs

The Department solicited comment on
whether the general definitions of
“unfair” or “deceptive” were sufficient
to give notice to stakeholders of what
constitutes unfair or deceptive practices
with respect to the specialized fields of
privacy, air ambulance service, and
frequent flyer programs. While we did
not receive specific comments related to
frequent flyer programs, we did receive
comment with respect to privacy and air
ambulance service.

A4A asked the Department to declare
that the Department has exclusive
jurisdiction over airlines with respect to
privacy practices. A4A also asked the
Department to adopt detailed privacy
regulations. A4A’s proposal would
declare that “mishandling private
information may be considered an
unfair or deceptive practice,” and that
“specific examples of unfair or
deceptive practices with regard to the
private information of consumers
include” violating the terms of the
airline’s privacy policy, failing to
maintain reasonable data security
measures for passengers’ private
information, and violating various
privacy statutes.

We generally agree with the substance
of A4A’s proposal; indeed, it appears to
be adapted from the privacy page of the
Department’s consumer protection
website, which recites many of these
principles.4! Nevertheless, we decline
to adopt it for procedural reasons. As
noted above, one of the Department’s
stated policies is to improve
transparency and public participation in
the rulemaking process. If the
Department were to adopt detailed
privacy regulations affecting air
transportation and the sale of air
transportation, it should first engage in
the full notice-and-comment procedures
of the APA, as well as the procedures
set forth in this final rule.

Next, we received comments from
insurers, air ambulance providers, and
other interested parties about the
regulation of air ambulance providers.
The National Association of Insurance

40 See, e.g., 49 CFR 5.57 (“Enforcement
adjudications require the opportunity for
participation by directly affected parties and the
right to present a response to a decision maker,
including relevant evidence and reasoned
arguments”); 49 CFR 5.59 (Department’s
enforcement action should conclude with, among
other things, a “‘well-documented decision as to
violations alleged and any violations found to have
been committed.”)

41 https://www.transportation.gov/individuals/
aviation-consumer-protection/privacy.

Commissioners and nine researchers on
health law, economics, and policy 42
urged the Department to declare that
balance billing is an unfair practice
because it imposes substantial harm on
patients who had no ability to avoid the
charges, without countervailing benefits
to consumers or to competition.
Separately, the researchers urged the
Department to find that charging full
out-of-network prices for air ambulance
service is an unfair practice, in part
because of its effect on the private
insurance market. Air ambulance
operators 43 argued that specific
regulation of air ambulance providers in
this rulemaking would be premature at
best, because the Air Ambulance and
Patient Billing (AAPB) Advisory
Committee has been established to
address these issues comprehensively.
Air ambulance operators also argued
that balance billing should not be
considered an unfair or deceptive
practice. They contend that much of the
consumer harm from balance billing
arises from the practices of insurers,
rather than air ambulance providers (for
example, by under paying out-of-
network air ambulance bills, or denying
claims that were medically necessary).
They also argue that many patients who
receive a large balance bill ultimately
pay a small fraction of that amount out-
of-pocket.

After consideration of the comments
submitted on this issue, we decline to
adopt specific regulations relating to air
ambulance providers. Section 418 of the
FAA Reauthorization Act of 2018 (FAA
Reauthorization Act) requires the
Secretary, in consultation with the
Secretary of Health and Human
Services, to establish an advisory
committee to review options to improve
the disclosure of charges and fees for air
medical services, better inform
consumers of insurance options for such
services, and protect consumers from
balance billing. The FAA
Reauthorization Act also contemplates
that the Advisory Committee’s report
and recommendations will serve as the
basis for future regulations or other
guidance as deemed necessary to
provide other consumer protections for
customers of air ambulance providers.44
We agree that the most prudent course
of action is to allow the work of the

42 See https://www.regulations.gov/
document?D=DOT-OST-2019-0182-0193.

43 Association of Air Medical Services, Air
Methods, and PHI Health, LLC.

44 For further information about the AAPB
Advisory Committee, see https://
www.transportation.gov/airconsumer/AAPB and
the Committee’s docket, available at https://
www.regulations.gov/docket?D=DOT-OST-2018-
0206.

AAPB Advisory Committee to run its
course, rather than to issue more
detailed regulations relating to air
ambulance providers in this final rule.

F. Other Comments

We will address briefly a number of
comments that do not fall squarely
within the categories described above.
First, A4A and IATA urge the
Department to adopt a “clear and
convincing evidence” standard for
enforcement of unfair and deceptive
practices. We decline to enact such a
burden of proof standard here,
particularly in light of the fact that most
enforcement cases are adjudicated not
through the courts, but rather through
voluntary consent orders. We also note
that during these informal proceedings,
regulated entities have the opportunity
to present mitigating evidence as set
forth above.

Next, A4A and IATA urge the
Department to require the Office of
Aviation Consumer Protection to
present evidence on all of the elements
of unfairness and deception, even in
cases where a specific regulation
enacted under the authority of section
41712 applies to the conduct in
question. We decline this request
because doing so would be unduly
burdensome with limited or no benefit.
By enacting a regulation under the
authority of section 41712, the
Department has already determined,
after notice and comment, that the
conduct in question is unfair or
deceptive; in such cases, it should be
sufficient to establish that the regulation
itself was violated.4> A4A and IATA
also urge that they should be able to
present mitigating evidence with respect
to all of the prongs of unfairness and
deception. We note that in informal
enforcement proceedings involving the
violation of specific regulations,
regulated entities would have the
opportunity to present relevant
evidence, including evidence that
consumer harm was limited.

Next, A4A and IATA argue that the
Office of Aviation Consumer Protection
should affirmatively furnish
“exculpatory evidence” in its
possession. We agree with this practice,
and the Office is required to do so under
the Department’s existing enforcement
procedures, which are set forth in
another rule.*6

45 See Comment of Travel Fairness Now (urging
the Department to clarify that it will not use this
final rule as a vehicle for repealing existing
regulations, because they were well justified).

46 49 CFR 5.89 (duty to disclose exculpatory
evidence).
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G. Formal Enforcement Proceedings

In the NPRM, the Department
proposed to clarify that if regulated
entities do not enter into a negotiated
settlement with the Office of Aviation
Consumer Protection with respect to
potential violations of section 41712,
then the Office may initiate a formal
enforcement proceeding, and that
hearings are available through this
process. The Department did not receive
comments on this provision, which
restates current procedures found in 14
CFR part 302. In this final rule, the
Department has made nonsubstantive
editorial changes to the regulatory text
such as adding a citation to a specific
section of part 302. The Department has
determined that good cause exists to
dispense with notice and comment for
these nonsubstantive editorial changes
because they are ministerial in nature;
therefore, public comment is
unnecessary under 5 U.S.C. 553(b)(B).

IIL. Regulatory Analyses and Notices

A. Executive Order 13771 (Reducing
Regulation and Controlling Regulatory
Costs), Executive Order 12866
(Regulatory Planning and Review),
Executive Order 13563 (Improving
Regulation and Regulatory Review), and
DOT Regulatory Policies and Procedures
(49 CFR Part 5)

This final rule is a significant
regulatory action under section 3(f) of
E.O. 12866, “Regulatory Planning and
Review” (Oct. 4, 1993), supplemented
by E.O. 13563, “Improving Regulation
and Regulatory Review” (Jan. 21, 2011).
Accordingly, the Office of Management
and Budget (OMB) has reviewed it
under that Order. This final rule is
issued in accordance with the
Department’s rulemaking procedures
found in 49 CFR part 5 and DOT Order
2100.6.

This rule primarily involves agency
procedure and interpretation. It clarifies
how the Department interprets the terms
“unfair” and “deceptive’”” and requires
enhanced departmental procedures for
regulation and enforcement in the area
of aviation consumer protection.
Clarifying and explicitly defining
terminology advances the Department’s
goal of improved transparency.
Adopting enhanced procedures for
future rulemaking and enforcement
activities will help to ensure that the
activities are rooted in fairness, due
process, and an adequate factual
foundation. These goals are described in
the Department’s final rule,
“Administrative Rulemaking, Guidance,
and Enforcement Procedures.” 47

4784 FR 71714 (Dec. 27, 2019).

This rule aligns the Department’s
policies and rules involving unfairness
and deception in aviation consumer
protection explicitly with principles
adopted by the FTC. In the Department’s
view, aligning the terms ‘“unfair” and
“deceptive” does not represent a
substantive departure from past DOT
practice. The definitions simply provide
additional clarification to the public and
regulated industries, and are not
expected to affect the Department’s
ability to prohibit unfair and deceptive
practices. While clarifying the terms is
not expected to lead to changes that
would impact the Department, public,
or any regulated entity, it provides a
foundation for the other elements of this
rule pertaining to future rulemaking and
enforcement actions.

Effects on Future Rulemakings

This final rule will require the
Department to use specific definitions of
the terms “unfair’” and ““deceptive”
when declaring certain practices to be
unfair or deceptive in future
discretionary rulemakings.

Specifically, this final rule requires
the Department to support a finding of
an “unfair” practice by demonstrating
that the harm to consumers is (1)
substantial; (2) not reasonably
avoidable; and (3) not outweighed by
offsetting benefits to consumers or
competition. Similarly, it requires the
Department to support a finding that a
practice is “deceptive” by showing that:
(1) The practice actually misleads or is
likely to mislead consumers; (2) who are
acting reasonably under the
circumstances; (3) with respect to a
material matter.

The Department has declared certain
practices to be unfair or deceptive in
several prior rulemakings, including the
full fare advertising rule (14 CFR
399.84) and oversales rule (14 CFR part
250). In the supporting analysis for
these rulemakings, the Department
justified its finding of unfairness or
deception without using the full three-
pronged analysis for unfairness or
deception found in this final rule.48

In other instances, the Department has
based its discretionary regulations on
both section 41712 and other statutes.
For example, the rule requiring on-time
performance information during
booking (14 CFR 234.11(b)) was based
on both section 41712 and section
41702 (requiring carriers to provide safe
and adequate interstate air
transportation).4® While the Department
partly relied on a finding of consumer

48 See 76 FR 23110 (April 25, 2011).
49 See 73 FR 74586 (December 8, 2008) (NPRM:
“Enhancing Passenger Airline Protections”).

harm under section 41712 as the basis
for that requirement, it did not engage
in the full three-part analysis for
unfairness found in this final rule.

Demonstrating support for findings of
unfairness or deception requires an
analysis of data, which is generally
collected and organized as part of a
regulatory impact analysis (RIA).
Factors such as potential harm to
consumers, benefits to consumers or
competition, whether a consumer can
avoid harm, and whether a harm is
“material” relate to the economic
benefits and costs of regulating a
practice. These benefits and costs are
analyzed in an RIA and offer a rationale
for finding a practice “unfair” or
“deceptive.”

The Department customarily prepares
a RIA or other regulatory evaluation as
part of the E.O. 12866 review process for
rulemakings involving aviation
consumer protection. Further, the
Department’s final rule on
“Administrative Rulemaking, Guidance,
and Enforcement Procedures” requires
that all rulemakings including a
supporting economic analysis. The
Department will therefore need to
continue to collect, organize, and
analyze data and facts to address
economic impacts.

The Department’s current practice of
collecting and analyzing data, either for
E.O. 12866 or departmental review,
allows it to generate the necessary
factual basis to support an explicit
discussion of unfair or deceptive
findings with little additional effort.
While this final rule may result in the
Department expending additional
resources to prepare future discretionary
aviation consumer protection rules and
supporting analyses, the resources are
expected to be small and more than
justified by better, more deliberative
internal decisions. Better internal
decisions will improve rulemaking
efficiency by reducing the resources
needed to follow E.O. 12866 processes.
The additional procedures required by
this rule are expected to result in
improved regulations that achieve their
goals of protecting consumers without
imposing any more burdens on
regulated industry than necessary.

This rule does not require that the
Department review existing rules to
determine whether previous ‘“unfair” or
“deceptive” declarations would have
been supported by the criteria described
above. Existing rules are subject to
retrospective review requirements under
the Department’s rulemaking
procedures found in 49 CFR part 5, DOT
Order 2100.6, and other legal
requirements, as applicable. The
Department will consider whether
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existing discretionary aviation
consumer protection rules such as full
fare advertising, oversales and refunds
meet the standards found in this rule
when performing the retrospective
reviews, but it is not possible to judge
the impact of this rule on the rules until
the Department conducts the reviews.
The Department considers many factors
when conducting its retrospective
reviews, including the continuing need
for the rule and whether the rule has
achieved its intended outcomes. It is
unlikely that an existing rule would fail
the standards set forth in this rule
without failing existing standards that
would prompt the Department to revise
or rescind the rule. Judging the impact
of this rule is confounded further
because some existing rules do not rely
solely on section 41712, as is the case
with the rule requiring on-time
performance information during
booking noted above.

Under this rule, future discretionary
rulemakings could be subject to a
hearing procedure. The rule allows
interested parties to request a hearing
when the Department proposes a rule to
classify a practice as unfair or deceptive,
when the issuance of the NPRM raises
one or more disputed technical,
scientific, economic, or other complex
factual issues, or when the NPRM may
not satisfy the requirements of the
Information Quality Act. Allowing
interested parties an opportunity for a
hearing ensures that they can test the
information informing discretionary
consumer protection regulations.
However, following this rule’s
requirements to provide a sufficient
factual basis to support an “unfair”’ or
“deceptive” finding should reduce the
need for the Department to hold such
hearings.

Nevertheless, requests for hearings are
expected to occur occasionally. While
the Department lacks data that would
allow it to distinguish the costs and
time of conducting the hearings from
the costs of conducting its normal
business operations, the Department
believes that any incremental costs and
time would be small relative to the
baseline scenario in which the
Department did not enact the rule.
Previous discretionary rulemakings
involving unfair and deceptive practices
in aviation consumer protection have
attracted substantial interest from
consumer advocates, airline industry
advocates, and the general public. The
Department engaged with these
interested parties without the benefit of
a formal process, and the engagements
required investments of time and
resources by the Department and
interested parties. Because these

engagements were informal and with
uncertain scopes, they were not as
efficient as would be expected under a
more formal process as would be the
case under this rule. Without a formal
process, parties tend to overinvest in
preparation, incurring unnecessary
costs, or underinvest, leading to
additional engagements and
administrative costs. For future
rulemakings, establishing formal
hearing procedures may reduce costs
and time for both groups by increasing
certainty about opportunities for
engagement.

The hearing procedures established in
this final rule are less stringent and
more flexible than the hearing
procedures for high-impact or
economically significant rules detailed
in the Department’s general rulemaking
procedures in 49 CFR part 5 and DOT
Order 2100.6. In addition, the
Department has experience using
hearing procedures to supplement
traditional notice-and-comment
rulemaking, as described earlier for
baggage and wheelchair accounting and
for potential on-board wheelchair
standards. Finally, the hearing
procedures will provide consistency in
the Department’s exercise of its 41712
authority by mirroring the statute’s
hearing requirement to ensure
rulemakings enacted under the same
authority ensure due process, and are
grounded in fairness and supported by
an adequate factual foundation.

The Department believes that its
experience with hearings, coupled with
reduced complexity of the hearing
procedures, will limit the additional
staff resources needed to comply with
the requirement and prevent it from
leading to excessive delays in issuing
aviation consumer protection rules. The
General Counsel may also decline a
hearing request if following the
procedures would unreasonably delay
the rulemaking. When deciding to
decline a hearing request, the General
Counsel will balance the impact of the
hearing on departmental resources
against the potential value of any
information to be collected during the
hearing process, and consider the
quality of evidence presented, including
but not limited to that presented by
interested parties and in the
Department’s RIA and other supporting
analyses.

Effects on Future Enforcement Actions

This final rule adds requirements for
future enforcement actions analogous to
the requirements for discretionary
aviation consumer protection
rulemakings. The Department will use
the same definitions of unfair and

deceptive when taking enforcement
action against an airline or ticket agent
for unfair or deceptive practices. In
future enforcement actions, the
Department would also provide the
airline or ticket agent with the
opportunity to be heard and to present
mitigating evidence. The opportunity
for a hearing before a finding that any
air carrier, foreign air carrier, or ticket
agent is engaged in an unfair or
deceptive practice or an unfair method
of competition already exists under
section 41712. Finally, in future
enforcement orders, if a specific
regulation does not apply to the practice
in question, the Department would
explain the basis for its finding that a
practice was unfair or deceptive.

As explained in the NPRM, the
Department views these measures as a
codification of existing practice, rather
than a change in policy, because the
Department has typically relied on the
explicit definitions of “unfair’” and
“deceptive” in prior enforcement
orders. Applying these terms and
providing an opportunity for a hearing
in enforcement proceedings is largely
noncontroversial, and the Department
received few comments on this element
of the rule at the NPRM stage. The
Department does not expect to need to
expend additional resources in aviation
consumer protection proceedings due to
this rule, or expect that the rule will
increase the amount of time needed to
come to resolution. The Department
believes that regulated entities could see
some benefit, however, from upfront
clarification of the guidelines and
criteria that the Department follows
when enforcing aviation consumer
protection regulations involving unfair
and deceptive practices.

This rule is not an E.O. 13771
regulatory action because it is does not
impose any more than de minimis
regulatory costs. This final rule provides
an additional mechanism for industry to
provide input to the Department on its
discretionary aviation consumer
protection rulemakings. Private industry
should not experience more than
minimal additional costs relative to the
status quo because it already engages in
significant information exchange with
the Department. Industry has the option
of continuing use of historical
mechanisms for providing input to
discretionary aviation consumer
protection, and is not required to make
use of the alternatives set forth in this
rule. The Department should not
experience significant additional costs
because it has considerable experience
conducting analysis in support of
aviation consumer protection rules as
well as hearings analogous to those in
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this rule. Such efforts are consistent
with the Department’s normal business
operations, and any additional resources
needs could be accommodated through
a simple and temporary realignment of
internal resources.

B. Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) requires an agency to
review regulations to assess their impact
on small entities unless the agency
determines that a rule is not expected to
have a significant economic impact on
a substantial number of small entities. A
direct air carrier or foreign air carrier is
a small business if it provides air
transportation only with small aircraft
(i.e., aircraft with up to 60 seats/18,000-
pound payload capacity). See 14 CFR
399.73. The Department has determined
that this rule does not have a significant
economic impact on a substantial
number of small entities.

C. Executive Order 13132 (Federalism)

This final rule has been analyzed in
accordance with the principles and
criteria contained in Executive Order
13132 (“Federalism’). This final rule
does not include any provision that: (1)
Has substantial direct effects on the
States, the relationship between the
national government and the States, or
the distribution of power and
responsibilities among the various
levels of government; (2) imposes
substantial direct compliance costs on
State and local governments; or (3)
preempts State law. States are already
preempted from regulating in this area
by the Airline Deregulation Act, 49
U.S.C. 41713. Therefore, the
consultation and funding requirements
of Executive Order 13132 do not apply.

D. Executive Order 13175

This final rule has been analyzed in
accordance with the principles and
criteria contained in Executive Order
13175 (“Consultation and Coordination
with Indian Tribal Governments’).
Because this final rule does not
significantly or uniquely affect the
communities of the Indian Tribal
governments or impose substantial
direct compliance costs on them, the
funding and consultation requirements
of Executive Order 13175 do not apply.

E. Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(PRA) (44 U.S.C. 3501 et seq.) requires
that DOT consider the impact of
paperwork and other information
collection burdens imposed on the
public and, under the provisions of PRA
section 3507(d), obtain approval from
the Office of Management and Budget

(OMB) for each collection of
information it conducts, sponsors, or
requires through regulations. The DOT
has determined there are no new
information collection requirements
associated with this final rule.

F. Unfunded Mandates Reform Act

The Department has determined that
the requirements of Title II of the
Unfunded Mandates Reform Act of 1995
do not apply to this rulemaking.

G. National Environmental Policy Act

The Department has analyzed the
environmental impacts of this final rule
pursuant to the National Environmental
Policy Act of 1969 (NEPA) (42 U.S.C.
4321 et seq.) and has determined that it
is categorically excluded pursuant to
DOT Order 5610.1C, Procedures for
Considering Environmental Impacts (44
FR 56420, Oct. 1, 1979). Categorical
exclusions are actions identified in an
agency’s NEPA implementing
procedures that do not normally have a
significant impact on the environment
and therefore do not require either an
environmental assessment (EA) or
environmental impact statement (EIS).
See 40 CFR 1508.4. In analyzing the
applicability of a categorical exclusion,
the agency must also consider whether
extraordinary circumstances are present
that would warrant the preparation of
an EA or EIS. Id. Paragraph 10.c.16.h of
DOT Order 5610.1D categorically
excludes “[a]ctions relating to consumer
protection, including regulations.”
Since this rulemaking relates to the
definition of unfair and deceptive
practices under Section 41712, the
Department’s central consumer
protection statute, this is a consumer
protection rulemaking. The Department
does not anticipate any environmental
impacts, and there are no extraordinary
circumstances present in connection
with this rulemaking.

H. Privacy Act

Anyone may search the electronic
form of all comments received into any
of OST’s dockets by the name of the
individual submitting the comment, or
signing the comment if submitted on
behalf of an association, business, labor
union, or any other entity. You may
review USDOT’s complete Privacy Act
Statement published in the Federal
Register on April 11, 2000, at 65 FR
19477-8.

I. Statutory/Legal Authority for This
Rulemaking

This rulemaking is issued under the
authority of 49 U.S.C. 40113(a), which
grants the Secretary the authority to take
action that the Secretary considers

necessary to carry out 49 U.S.C. Subtitle
VII (Aviation Programs), including
conducting investigations, prescribing
regulations, standards, and procedures,
and issuing orders.

J. Regulation Identifier Number

A Regulation Identifier Number (RIN)
is assigned to each regulatory action
listed in the Unified Agenda of Federal
Regulations. The Regulatory Information
Service Genter publishes the Unified
Agenda in Spring and Fall of each year.
The RIN set forth in the heading of this
document can be used to cross-reference
this action with the Unified Agenda.

List of Subjects in 14 CFR Part 399

Consumer protection, Policies,
Rulemaking proceedings, Enforcement,
Unfair or deceptive practices.

For the reasons discussed in the
preamble, the Department amends 14
CFR part 399 as follows:

PART 399—STATEMENTS OF
GENERAL POLICY

m 1. The authority citation for part 399
is revised to read as follows:

Authority: 49 U.S.C. 41712, 40113(a).

Subpart F—Policies Relating to
Rulemaking Proceedings

m 2. Section 399.75 is added to subpart
F to read as follows:

§399.75 Rulemakings relating to unfair
and deceptive practices.

(a) General. When issuing a proposed
or final regulation declaring a practice
in air transportation or the sale of air
transportation to be unfair or deceptive
to consumers under the authority of 49
U.S.C. 41712(a), unless the regulation is
specifically required by statute, the
Department shall employ the definitions
of “unfair” and “deceptive” set forth in
§399.79.

(b) Procedural requirements. When
issuing a proposed regulation under
paragraph (a) of this section that is
defined as high impact or economically
significant within the meaning of 49
CFR 5.17(a), the Department shall
follow the procedural requirements set
forth in 49 CFR 5.17. When issuing a
proposed regulation under paragraph (a)
of this section that is not defined as high
impact or economically significant
within the meaning of 49 CFR 5.17(a),
unless the regulation is specifically
required by statute, the Department
shall adhere to the following procedural
requirements:

(1) Request for a hearing. Following
publication of a proposed regulation,
and before the close of the comment
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period, any interested party may file in
the rulemaking docket a petition,
directed to the General Counsel, to hold
a hearing on the proposed regulation.

(2) Grant of petition for hearing.
Except as provided in paragraph (b)(3)
of this section, the petition shall be
granted if the petitioner makes a
plausible prima facie showing that:

(i) The proposed rule depends on
conclusions concerning one or more
specific scientific, technical, economic,
or other factual issues that are genuinely
in dispute or that may not satisfy the
requirements of the Information Quality
Act;

(ii) The ordinary public comment
process is unlikely to provide an
adequate examination of the issues to
permit a fully informed judgment; and

(iii) The resolution of the disputed
factual issues would likely have a
material effect on the costs and benefits
of the proposed rule.

(3) Denial of petition for hearing. A
petition meeting the requirements of
paragraph (b)(2) of this section may be
denied if the General Counsel
determines that:

(i) The requested hearing would not
advance the consideration of the
proposed rule and the General Counsel’s
ability to make the rulemaking
determinations required by this section;
or

(ii) The hearing would unreasonably
delay completion of the rulemaking.

(4) Explanation of denial. If a petition
is denied in whole or in part, the
General Counsel shall include a detailed
explanation of the factual basis for the
denial, including findings on each of the
relevant factors identified in paragraph
(b)(2) or (3) of this section.

(5) Hearing notice. If the General
Counsel grants the petition, the General
Counsel shall publish notification of the
hearing in the Federal Register. The
document shall specify the proposed
rule at issue and the specific factual
issues to be considered at the hearing.
The scope of the hearing shall be
limited to the factual issues specified in
the notice.

(6) Hearing process. (i) A hearing
under this section shall be conducted
using procedures approved by the
General Counsel, and interested parties
shall have a reasonable opportunity to
participate in the hearing through the
presentation of testimony and written
submissions.

(ii) The General Counsel shall arrange
for a neutral officer to preside over the
hearing and shall provide a reasonable
opportunity to question the presenters.

(iii) After the hearing and after the
record of the hearing is closed, the
hearing officer shall place on the docket

minutes of the hearing with sufficient
detail as to fully reflect the evidence
and arguments presented on the issues,
along with proposed findings
addressing the disputed issues of fact
identified in the hearing notice.

(iv) Interested parties who
participated in the hearing shall be
given an opportunity to file statements
of agreement or objection in response to
the hearing officer’s proposed findings.
The complete record of the hearing shall
be made part of the rulemaking record.

(7) Actions following hearing. (i)
Following the completion of the hearing
process, the General Counsel shall
consider the record of the hearing,
including the hearing officer’s proposed
findings, and shall make a reasoned
determination whether to terminate the
rulemaking; to proceed with the
rulemaking as proposed; or to modify
the proposed rule.

(ii) If the General Counsel decides to
terminate the rulemaking, the General
Counsel shall publish a document in the
Federal Register announcing the
decision and explaining the reasons for
the decision.

(iii) If the General Counsel decides to
finalize the proposed rule without
material modifications, the General
Counsel shall explain the reasons for the
decision and its responses to the hearing
record in the preamble to the final rule.

(iv) If the General Counsel decides to
modify the proposed rule in material
respects, the General Counsel shall
publish a new or supplemental notice of
proposed rulemaking in the Federal
Register explaining the General
Counsel’s responses to and analysis of
the hearing record, setting forth the
modifications to the proposed rule, and
providing additional reasonable
opportunity for public comment on the
proposed modified rule.

(8) Interagency review process. The
hearing procedures under this
paragraph (b)(8) shall not impede or
interfere with the interagency review
process of the Office of Information and
Regulatory Affairs for the proposed
rulemaking.

(c) Basis for rulemaking. When
issuing a proposed or final regulation
declaring a practice in air transportation
or the sale of air transportation to be
unfair or deceptive to consumers under
the authority of 49 U.S.C. 41712(a),
unless the regulation is specifically
required by statute, the Department
shall articulate the basis for concluding
that the practice is unfair or deceptive
to consumers as defined in § 399.79.

Subpart G—Policies Relating to
Enforcement

m 3. Section 399.79 is added to subpart
G to read as follows:

§399.79 Policies relating to unfair and
deceptive practices.

(a) Applicability. This policy shall
apply to the Department’s aviation
consumer protection actions pursuant to
49 U.S.C. 41712(a).

(b) Definitions. (1) A practice is
“unfair” to consumers if it causes or is
likely to cause substantial injury, which
is not reasonably avoidable, and the
harm is not outweighed by benefits to
consumers or competition.

(2) A practice is “deceptive” to
consumers if it is likely to mislead a
consumer, acting reasonably under the
circumstances, with respect to a
material matter. A matter is material if
it is likely to have affected the
consumer’s conduct or decision with
respect to a product or service.

(c) Intent. Proof of intent is not
necessary to establish unfairness or
deception for purposes of 49 U.S.C.
41712(a).

(d) Specific regulations prevail. Where
an existing regulation applies to the
practice of an air carrier, foreign air
carrier, or ticket agent, the terms of that
regulation apply rather than the general
definitions set forth in this section.

(e) Informal enforcement proceedings
(1) Informal enforcement proceedings
will be conducted pursuant to the
policies and procedures found in 49
CFR part 5, subpart D. Before any
determination is made on how to
resolve a matter involving a potential
unfair or deceptive practice, the U.S.
Department of Transportation’s Office of
Aviation Consumer Protection will
provide an opportunity for the alleged
violator to be heard and present relevant
evidence, including but not limited to:

(i) In cases where a specific regulation
applies, evidence tending to establish
that the regulation at issue was not
violated and, if applicable, that
mitigating circumstances apply;

(ii) In cases where a specific
regulation does not apply, evidence
tending to establish that the conduct at
issue was not unfair or deceptive as
defined in paragraph (b) of this section;
and

(iii) Evidence tending to establish that
consumer harm was limited, or that the
air carrier, foreign air carrier, or ticket
agent has taken steps to mitigate
consumer harm.

(2) During this informal process, if the
Office of Aviation Consumer Protection
reaches agreement with the alleged
violator to resolve the matter with the
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issuance of an order declaring a practice
in air transportation or the sale of air
transportation to be unfair or deceptive
to consumers under the authority of 49
U.S.C. 41712(a), and when a regulation
issued under the authority of section
41712 does not apply to the practice at
issue, then the Department shall
articulate in the order the basis for
concluding that the practice is unfair or
deceptive to consumers as defined in
this section.

(f) Formal enforcement proceedings.
When there are reasonable grounds to
believe that an airline or ticket agent has
violated 49 U.S.C. 41712, and efforts to
settle the matter have failed, the Office
of Aviation Consumer Protection may
issue a notice instituting an enforcement
proceeding before an administrative law
judge pursuant to 14 CFR 302.407. After
the issues have been formulated, if the
matter has not been resolved through
pleadings or otherwise, the parties will
receive reasonable written notice of the
time and place of the hearing as set forth
in 14 CFR 302.415.

Issued this 24th day of November, 2020, in
Washington, DC, under authority delegated
in 49 CFR 1.27(n).

Steven G. Bradbury,

General Counsel.

[FR Doc. 2020-26416 Filed 12—4-20; 8:45 am]
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Exemption From Registration for
Certain Foreign Intermediaries

AGENCY: Commodity Futures Trading
Commission.
ACTION: Final rule.

SUMMARY: The Commodity Futures
Trading Commission (CFTC or
Commission) is adopting amendments
(Final Rule) revising the conditions set
forth in the Commission regulation
under which a person located outside of
the United States (each, a foreign
located person) engaged in the activity
of a commodity pool operator (CPO) in
connection with commodity interest
transactions on behalf of persons
located outside the United States
(collectively, an offshore commodity
pool or offshore pool) would qualify for
an exemption from CPO registration and
regulation with respect to that offshore
pool. The Final Rule provides that the
exemption under the applicable
Commission regulation for foreign

located persons acting as a CPO (a non-
U.S. CPO) on behalf of offshore
commodity pools may be claimed by
such non-U.S. CPOs on a pool-by-pool
basis. The Commission is also adopting
a provision clarifying that a non-U.S.
CPO may claim an exemption from
registration under the applicable
Commission regulation with respect to a
qualifying offshore commodity pool,
while maintaining another exemption
from CPO registration, relying on a CPO
exclusion, or even registering as a CPO,
with respect to its operation of other
commodity pools. Additionally, the
Commission is adopting a safe harbor by
which a non-U.S. CPO of an offshore
pool may rely upon that exemption, if
it satisfies several enumerated factors
related to its operation of the offshore
commodity pool. The Commission is
also adopting an amendment permitting
U.S. affiliates of a non-U.S. CPO to
contribute initial capital to such non-
U.S. CPO’s offshore pools, without
affecting the eligibility of the non-U.S.
CPO for an exemption from registration
under the applicable Commission
regulation. The Commission is also
adopting amendments to the applicable
Commission regulation originally
proposed in 2016 that clarify whether
clearing of commodity interest
transactions through a registered futures
commission merchant (FCM) is required
as a condition of the registration
exemptions for foreign intermediaries,
and whether such exemption is
available for foreign intermediaries
acting on behalf of international
financial institutions.

DATES: The effective date for this Final
Rule is February 5, 2021.

FOR FURTHER INFORMATION CONTACT:
Joshua B. Sterling, Director, at 202—418—
6056, jsterling@cftc.gov; with respect to
the finalization of the 2016 Proposal:
Frank N. Fisanich, Chief Counsel, at
202—-418-5949 or ffisanich@cftc.gov;
with respect to all other aspects of this
release: Amanda Lesher Olear, Deputy
Director, at 202—418-5283 or aolear@
cftc.gov; Pamela Geraghty, Associate
Director, at 202—418-5634 or
pgeraghty@cftc.gov; Elizabeth Groover,
Special Counsel, at 202—418-5985 or
egroover@cftc.gov, Division of Swap
Dealer and Intermediary Oversight,
Commodity Futures Trading
Commission, Three Lafayette Centre,
1151 21st Street NW, Washington, DC
20581.
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I. Background
A. Statutory and Regulatory Background

Section 1a(11) of the Commodity
Exchange Act (CEA or Act)? defines the
term ‘‘commodity pool operator” as any

17 U.S.C. 1a(11). See also 17 CFR 1.3 (defining
“commodity interest” to include, inter alia, any
contract for the purchase or sale of a commodity for
future delivery, and any swap as defined in the
CEA); Adaptation of Regulations to Incorporate
Swaps, 77 FR 66288, 66295 (Nov. 2, 2012)
(discussing the modification of the term
“commodity interest” to include swaps). The Act is
found at 7 U.S.C. 1, et seq. (2018), and the
Commission’s regulations are found at 17 CFR Ch.
1(2020). Both are accessible through the
Commission’s website, https://www.cftc.gov.
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person 2 engaged in a business that is of
the nature of a commodity pool,
investment trust, syndicate, or similar
form of enterprise, and who, with
respect to that commodity pool, solicits,
accepts, or receives from others, funds,
securities, or property, either directly or
through capital contributions, the sale of
stock or other forms of securities, or
otherwise, for the purpose of trading in
commodity interests. CEA section 1a(10)
defines a “commodity pool” as any
investment trust, syndicate, or similar
form of enterprise operated for the
purpose of trading in commodity
interests.3 CEA section 4m(1) generally
requires each person who satisfies the
CPO definition to register as such with
the Commission.* With respect to CPOs,
the CEA also authorizes the
Commission, acting by rule or
regulation, to include within or exclude
from the term “commodity pool
operator’” any person engaged in the
business of operating a commodity pool
if the Commission determines that the
rule or regulation will effectuate the
purposes of the CEA.5

Additionally, CEA section 4(c), in
relevant part with respect to the Final
Rule, provides that the Commission, to
promote responsible economic or
financial innovation and fair
competition, by rule, regulation, or
order, after notice and opportunity for
hearing, may exempt, among other
things, any person or class of persons
offering, entering into, rendering advice,
or rendering other services with respect
to commodity interests from any
provision of the Act.6 CEA section 4(c)
authorizes the Commission to grant
exemptive relief if the Commission
determines, inter alia, that the
exemption would be consistent with the
“public interest.” 7

To provide an exemption pursuant to
section 4(c) of the Act with respect to
registration as a CPO, the Commission
must determine that the agreements,
contracts, or transactions undertaken by
the exempt CPO should not require
registration, and that the exemption
from registration would be consistent

27 U.S.C. 1a(38); 17 CFR 1.3 (defining “person”
to include individuals, associations, partnerships,
corporations, and trusts).

37 U.S.C. 1a(10).

47 U.S.C. 6m(1).

57 U.S.C. 1a(11)(B).

67 U.S.C. 6(c)(1).

7 Conference Report, H.R. Report 102—-978 at 8
(Oct. 2, 1992) (“The goal of providing the
Commission with broad exemptive powers . . .is
to give the Commission a means of providing
certainty and stability to existing and emerging
markets so that financial innovation and market
development can proceed in an effective and
competitive manner.”).

with the public interest and the Act.®
The Commission must further
determine that the agreement, contract,
or transaction will be entered into solely
between appropriate persons, and that it
will not have a material adverse effect
on the ability of the Commission or any
contract market to discharge its
regulatory or self-regulatory duties
under the Act.9 The term “appropriate
person” as used in CEA section 4(c)
includes “a commodity pool formed or
operated by a person subject to
regulation under the Act.” 1° The
Commission has previously interpreted
the clause “subject to regulation under
the Act” as including persons who are
exempt from registration or excluded
from the definition of a registration
category.1?

Part 3 of the Commission’s regulations
governs the registration of
intermediaries engaged in the offering
and selling of, and the provision of
advice concerning, all commodity
interest transactions. Commission
regulation 3.10 establishes the
procedure that intermediaries, including
CPOs, must use to register with the
Commission,?2 and also sets forth
certain exemptions from registration.13
In particular, Commission regulation
3.10(c)(3)(1), discussed in further detail
below, provides, inter alia, that a person
engaged in the activity of a CPO,
commodity trading advisor (CTA), or
introducing broker (IB), in connection
with any commodity interest transaction
executed bilaterally or made on or
subject to the rules of any designated
contract market (DCM) or swap
execution facility (SEF), is not required
to register as a CPO, CTA, or IB (relief
referred to herein as the 3.10
Exemption), provided that:

1. The person is located outside the
United States, its territories, and
possessions (the United States or U.S.);

2. The person acts only on behalf of
persons located outside the United
States; and

3. The commodity interest transaction
is submitted for clearing through a
registered FCM.14

87 U.S.C. 6(c)(2)(A).

97 U.S.C. 6(c)(2)(B).

107 U.S.C. 6(c)(3)(E).

1177 FR 30596, 30655 (May 23, 2012) (finding, in
the context of the eligible contract participant
definition, that “construing the phrase ‘formed and
operated by a person subject to regulation under the
[CEA]’ to refer to a person excluded from the CPO
definition, registered as a CPO or properly exempt
from CPO registration appropriately reflects
Congressional intent”).

12 See, e.g., 17 CFR 3.10(a)(1)(i) (requiring the
filing of a Form 7-R with the National Futures
Association (NFA)).

1317 CFR 3.10(c) (providing exemptions from
registration for certain persons).

1417 CFR 3.10(c)(3)(d).

Commission regulation 3.10(c)(2)(i)
provides a similar exemption from
registration for a person located outside
the United States acting as an FCM.15

A person acting in accordance with
the 3.10 Exemption remains subject to
the antifraud provisions of, inter alia,
CEA section 40,16 but is otherwise not
required to comply with those
provisions of the CEA or Commission
regulations applicable to any person
registered in the relevant intermediary
capacity,!” or persons required to be so
registered.18 Of particular relevance to
the amendments adopted herein
regarding non-U.S. CPOs, the 3.10
Exemption provides that it is available
to non-U.S. CPOs whose activities, in
connection with any commodity interest
transaction executed bilaterally or made
on or subject to the rules of any DCM
or SEF, are confined to acting on behalf
of offshore commodity pools.19 This
exemption was first adopted in 2007
(2007 Final Rule) and was based on a
long-standing no-action position
articulated by the Commission’s Office
of General Counsel in 1976.20

In adopting the 2007 Final Rule, the
Commission agreed with commenters
who cited its longstanding policy of
focusing “‘customer protection activities
upon domestic firms and upon firms
soliciting or accepting orders from
domestic users of the futures
markets.””” 21 The Commission further
stated that the protection of non-U.S.
customers of non-U.S. firms may be best
deferred to foreign regulators.22 The
Commission noted its understanding
that, pursuant to the terms of the 3.10

1517 CFR 3.10(c)(2)(i).

167 U.S.C. 60.

17 For purposes of this adopting release, the term
“intermediary”’ includes persons acting in the
capacity of an FCM, IB, CPO, or CTA. For more
information, see ‘“Intermediaries,” CFTC, available
at https://www.cftc.gov/IndustryOversight/
Intermediaries/index.htm.

1817 CFR 3.10(c)(3)(ii). As market participants,
however, such persons remain subject to all other
applicable provisions of the CEA and the
Commission’s regulations promulgated thereunder.
See, e.g., 7 U.S.C. 9 (prohibiting manipulation by
any person with respect to a swap or futures
transaction).

1917 CFR 3.10(c)(3)(i).

20 Exemption from Registration for Certain
Foreign Persons, 72 FR 63976, 63977 (Nov. 14,
2007) (2007 Final Rule). See also CFTC Staff
Interpretative Letter 76-21.

212007 Final Rule, 72 FR at 63977, quoting
Introducing Brokers and Associated Persons of
Introducing Brokers, Commodity Trading Advisors
and Commodity Pool Operators; Registration and
Other Regulatory Requirements, 48 FR 35248,
35261 (Aug. 3, 1983).

22 Jd. The Commission also cited this policy
position in the initial proposal discussing what
ultimately would be adopted as Commission
regulation 3.10(c)(3)(i). Exemption from
Registration for Certain Foreign Persons, 72 FR
15637, 15638 (Apr. 2, 2007).
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Exemption, “[a]ny person seeking to act
in accordance with any of the foregoing
exemptions from registration should
note that the prohibition on contact
with U.S. customers applies to
solicitation as well as acceptance of
orders.” 23 Moreover, the Commission
stated that, “[if] a person located outside
the U.S. were to solicit prospective
customers located in the U.S. as well as
outside of the U.S., these exemptions
would not be available, even if the only
customers resulting from the efforts
were located outside the U.S.”” 24

In 2010, the Dodd-Frank Wall Street
Reform and Consumer Protection Act
(Dodd-Frank Act) 25 amended the
definitions of “commodity pool
operator” and “‘commodity pool” in the
CEA to include those persons operating
collective investment vehicles that
engage in swaps,26 which resulted in an
expansion of the universe of persons
captured within both statutory
definitions.2” When combined with the
rescission of Commission regulation
4.13(a)(4) in 2012,28 an increasing
number of non-U.S. CPOs were required
to either register with the Commission,
or claim an available exemption or
exclusion with respect to the operation
of their commodity pools, regardless of
whether such pools were offshore or
offered to U.S. participants.

B. Recent Regulatory Proposals Related
to Commission Regulation 3.10(c)

As discussed further below, on July
27, 2016, the Commission proposed to
amend Commission regulation 3.10(c)
(2016 Proposal) revising the conditions
under which the exemption from
intermediary registration would
apply.29 Generally, the 2016 Proposal
would permit a foreign located person
acting in the capacity of an FCM, IB,
CTA, or CPO, to utilize an exemption
from registration as such, provided that
the foreign located person, in
connection with any commodity interest
transaction, acts solely on behalf of (1)

232007 Final Rule, 72 FR at 63977-63978.

24 [d. at 63978.

25 Public Law 111-203, H.R. 4173 (2010) (Dodd-
Frank Act).

26 Section 721 of the Dodd-Frank Act.

27 See also Adaptation of Regulation to
Incorporate Swaps, 77 FR 66288 (Nov. 2, 2012)
(incorporating this expanded jurisdiction over
swaps into existing Commission regulations).

28 See Commodity Pool Operators and
Commodity Trading Advisors; Compliance
Obligations, 77 FR 11252, 11264 (Feb. 24, 2012).
Former Commission regulation 4.13(a)(4) provided
an exemption from registration as a CPO for
operators of commodity pools offered and sold to
sophisticated participants. See 17 CFR 4.13(a)(4)
(2010).

29 Exemption from Registration for Certain
Foreign Persons, 81 FR 51824 (Aug. 5, 2016) (2016
Proposal).

other foreign located persons, or (2)
international financial institutions (IFIs,
which were further defined in the 2016
Proposal’s proposed Commission
regulation (c)(6)). The proposed
amendments provided an exemption
from registration without regard to
whether such foreign located person
cleared the commodity interest
transaction.3? In response to the 2016
Proposal, the Commission received six
comments, most of which were
supportive of those proposed
amendments.31 The Commission,
however, did not finalize the 2016
Proposal at that time.

In 2018, the Commission proposed,
among other changes to its part 4
regulations, adding a new exemption
from CPO registration to Commission
regulation 4.13 (2018 Proposal) that
would formally incorporate the relief
provided by CFTC Staff Advisory 18—96
(Advisory 18-96) in the Commission’s
CPO regulatory provisions.32 In the
2018 Proposal, the Commission noted
that the proposed exemption based on
Advisory 18-96 was intended to be
claimed on a pool-by-pool basis, and
stated that “[tlhis characteristic would
effectively differentiate the [proposed
exemption] from the relief currently
provided” under the 3.10 Exemption.33
The Commission received several
comments regarding the 2018 Proposal’s
discussion of the differences between
the proposed amendment to
Commission regulation 4.13 and the
existing 3.10 Exemption.34

For instance, one commenter noted
that the 3.10 Exemption “‘is widely
relied on around the world by non-U.S.
managers of offshore funds that are not
offered to U.S. investors but that may
trade in the U.S. commodity interest
markets.” 35 This commenter further

302016 Proposal, 81 FR at 51827.

31 The public comment file for the 2016 Proposal
is available on the Commission’s website.
Comments for Proposed Rule 81 FR 51824,
available at https://comments.cftc.gov/
PublicComments/CommentList.aspx?id=1724. See
infra pt. ILB. for additional discussion of the 2016
Proposal and Commission responses to those public
comments.

32 Registration and Compliance Requirements for
Commodity Pool Operators and Commodity
Trading Advisors, 83 FR 52902 (Oct. 18, 2018)
(2018 Proposal); CFTC Staff Advisory 18-96 (Apr.
11, 1996).

332018 Proposal, 83 FR at 52914.

34 The comment file for the 2018 Proposal is also
available on the Commission’s website. Comments
for Proposed Rule 83 FR 52902, available at https://
comments.cftc.gov/PublicComments/
CommentList.aspx?id=2925.

35 Comment Letter from the Asset Management
Group of the Securities Industry and Financial
Markets Association (SIFMA AMG), at 9 (Dec. 17,
2018), available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=61922&SearchText=.

noted that “CPO registration for these
offshore entities with global operations
is not a viable option[,]”” due to the
logistical and regulatory issues
involved.3®¢ Another commenter stated
that, ““it is critical to bear in mind that
the Commission . . . to our knowledge
has never addressed, the separate and
distinct question of whether an offshore
CPO may rely on Rule 3.10(c)(3)(i) with
respect to some of its offshore pools in
combination with relying on other
exemptions with respect to its other
pools.” 37 Several other commenters
expressed similar views and requested
that the Commission affirm CPOs’
ability to claim the 3.10 Exemption on
a pool-by-pool basis and to rely upon
that exemption in addition to other
exemptions, exclusions, or
registration.38

In 2019, the Commission withdrew
the portion of the 2018 Proposal related
to adopting the relief provided in
Advisory 18-96 as a CPO registration
exemption, and, in light of the
comments received in response to its
discussion of the 3.10 Exemption,
undertook an inquiry as to whether the
3.10 Exemption should be amended to
respond to the current CPO space and
the issues articulated by commenters.39
Based on the foregoing experience and
history, and in consideration of the
increasingly global nature of the
commodity pool space, the Commission
proposed certain amendments to the
3.10 Exemption on May 28, 2020, which
were subsequently published in the
Federal Register on June 12, 2020 (2020
Proposal).40

C. The 2020 Proposal

The 2020 Proposal consisted of
several proposed amendments to the
3.10 Exemption. Specifically, the
Commission proposed amendments to
the 3.10 Exemption such that non-U.S.

36]d. at 12.

37 Comment Letter from Fried, Frank, Harris,
Shriver, & Jacobson, LLP (Fried Frank), at 6 (Dec.
17, 2018), available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=61920&SearchText=.

38 See, e.g., Comment Letter from Willkie, Farr,
and Gallagher, LLP (Willkie), at 6 (Dec. 17, 2018),
available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=61927&SearchText=; and
Comment Letter from Alternative Investment
Management Association (AIMA), at 6 (Dec. 17,
2018), available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=61907&SearchText=.

39 Registration and Compliance Requirements for
Commodity Pool Operators (CPOs) and Commodity
Trading Advisors: Family Offices and Exempt
CPOs, 84 FR 67355, 67357 (Dec. 10, 2019).

40 Exemption from Registration for Certain
Foreign Persons Acting as Commodity Pool
Operators of Offshore Commodity Pools, 85 FR
35820 (Jun. 12, 2020) (2020 Proposal).
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CPOs may rely on that relief on a pool-
by-pool basis.#* The Commission also
proposed an amendment confirming
that the 3.10 Exemption, as revised, may
be utilized along with other exemptions
or exclusions available to CPOs
generally, or CPO registration.42 The
Commission further proposed a
conditional safe harbor for non-U.S.
CPOs who, by virtue of a pool’s
structure, cannot represent with
absolute certainty that there are no U.S.
participants in their operated offshore
pool.#3 Finally, the Commission also
proposed to provide an exception from
the 3.10 Exemption’s prohibition on
U.S. participants, such that a U.S.
controlling affiliate could provide initial
capital to an offshore pool operated by
its affiliated non-U.S. CPO without
being considered a U.S. participant in
that offshore pool.44 In addition to the
substantive amendments to the 3.10
Exemption proposed for the first time as
part of the 2020 Proposal, the
Commission also reopened the comment
period associated with the 2016
Proposal for a period of 60 days.4°

II. Final Rule

After considering all of the comments
received, and for the reasons stated by
the Commission herein, the Commaission
is amending Commission regulation
3.10(c), in a manner generally consistent
with the 2016 and 2020 Proposals, with
certain adjustments resulting from
commenters’ suggestions and after
additional consideration of the
proposed regulatory text. The
Commission will first generally
summarize the public comments
received addressing both the 2016 and
2020 Proposals. Then, in addition to the
rulemaking history of Commission
regulation 3.10(c) set forth above, the
Commission will briefly explain the
2016 Proposal, respond to all of the
relevant public comments received, and
detail the amendments derived from the
2016 Proposal adopted in the Final
Rule.#6 The Commission will then
discuss the remaining 2020 Proposal
amendments with respect to non-U.S.
CPOs operating offshore pools pursuant
to the 3.10 Exemption, summarize the
3.10 Exemption amendments being
adopted, respond to the relevant public
comments received, and explain the
substance and rationale of any
adjustments in approach from the 2020
Proposal to what the Commission is

412020 Proposal, 85 FR at 35822.
422020 Proposal, 85 FR at 35824.
432020 Proposal, 85 FR at 35823.
442020 Proposal, 85 FR at 35825.
452020 Proposal, 85 FR at 35826—35827.
46 See infra pt. ILB.

adopting in the Final Rule today.*”
Finally, the Commission will explain its
efforts to reconcile proposed
amendments from both the 2016 and
2020 Proposals, which includes a non-
substantive reorganization of
Commission regulation 3.10(c).48

A. General Comments in Response to
the 2016 and 2020 Proposals

The Commission requested comment
generally on all aspects of the 2020
Proposal, and specifically asked
questions about potential additional
conditions or limitations to the
proposed relief that might be
incorporated during finalization.4® The
comment period for the 2020 Proposal,
along with the reopened comment
period for the 2016 Proposal, expired on
August 11, 2020, and the Commission
received four relevant comment letters:
One from an individual, one from a
foreign intergovernmental organization,
one submitted jointly by five industry
professional and trade associations
(collectively, the Industry Groups), and
one submitted by an asset manager that
operates globally.50 Two of those
comment letters also provided new or
additional comments with respect to the
2016 Proposal.5? Finally, Commission
staff also hosted one ex parte meeting to
discuss aspects of the 2020 Proposal
with an Industry Group.52

The comments received by the
Commission were, in general, strongly
supportive of the 2020 Proposal.53
Commenters largely agreed with the
proposed amendments, positing that, if

47 See infra pts. IL.C-G.

48 See infra pt. ILH.

492020 Proposal, 85 FR at 35826 (asking three
questions regarding the conditions of the proposed
exception from the 3.10 Exemption for initial
capital investments in a non-U.S. CPO’s offshore
pool by a U.S. controlling affiliate). See also id. at
35827 (asking, with respect to the 2016 Proposal,
an additional question about the clearing of
transactions otherwise covered by the 3.10
Exemption).

50 The Commission received a total of five
comment letters, one of which was either spam or
otherwise not substantively relevant to the 2020
Proposal in any respect. For relevant comments on
the 2020 Proposal, see Comment Letter from Mr.
Chris Barnard (Aug. 11, 2020) (Barnard); Comment
Letter from the European Stability Mechanism
(Aug. 6, 2020) (ESM); Joint Comment Letter from
AIMA, SIFMA AMG, the Investment Advisers
Association (IAA), Investment Company Institute
Global (ICI Global), and the Managed Funds
Association (MFA) (Aug. 11, 2020) (Industry Group
Letter), and Comment Letter from the Vanguard
Group (Aug. 11, 2020) (Vanguard).

51 Industry Group Letter, at 12-13, and ESM, at
1-3.

52 The complete comment file for the 2020
Proposal can be found on the Commission’s
website. Comments for Proposed Rule 85 FR 35820,
available at https://comments.cftc.gov/
PublicComments/CommentList.aspx?id=3122.

53 Industry Group Letter, at 2; Vanguard, at 2;
Barnard, at 2; ESM, at 1.

adopted, the 2020 Proposal “would
simplify compliance by eliminating the
potential need for the CFTC to require
registration and oversight of non-U.S.
CPOs whose pools have no U.S.
investors.” 3¢ The Industry Groups also
“applaud[ed] the Commission’s actions
in turning its attention to the
increasingly global nature of the asset
management space and proposing rule
changes that will better align the
express terms of its regulations with
both the Commission’s policy goals and
current global practices.” 55 Although
offering support for the 2020 Proposal
overall, commenters also suggested
additional regulatory edits with respect
to several specific issues raised by that
release, and provided responses to the
questions posed by the Commission.56
As noted above, the Commission
requested comment generally on the
2020 Proposal, but also posed several
targeted questions about potential
additional conditions for the proposed
exception regarding the initial capital
contributions of U.S. controlling
affiliates in a non-U.S. CPO’s offshore
pool (Affiliate Contribution
Exception).57 In addition to commenting
generally on the 2020 Proposal, the
Industry Groups submitted the sole
comment letter specifically responding
to those questions. The Industry Groups
stated that they do not support
additional conditions on the Affiliate
Contribution Exception, and that they
believe such limitations ‘“‘would not
provide any additional protection to
U.S. investors, customers, or the U.S.
commodity interest markets.” 8 For
instance, the Commission queried
whether the Affiliate Contribution
Exception should more explicitly be
intended for “seeding purposes,”
including whether it should “be
conditioned on the investment being
limited in time to one, two, or three
years, after which time the investments
of the controlling affiliate must be
reduced to a de minimis amount of the
pool’s capital, such as 3 or 5
percent?” 59 Alternatively, the Industry
Groups suggested a defined “purpose”
for affiliate contributions, “for the
purpose of establishing, or providing
ongoing support to, the pool.” 60
Regarding the nature of controlling
affiliates, the Commission also queried

54Barnard, at 2.

55 Industry Group Letter, at 1.

56 See, e.g., Vanguard, at 2-3; Industry Group
Letter, at 2-15, app. A.

572020 Proposal, 85 FR at 35826. See infra pt. ILF
for a more detailed discussion on the Affiliate
Contribution Exception adopted in the Final Rule.

58 Industry Group Letter, at 17.

592020 Proposal, 85 FR at 35826.

60 Industry Group Letter, at 17.
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whether the Affiliate Contribution
Exception should “be limited to entities
or persons that are otherwise financial
institutions that are regulated in the
United States to provide investor
protections?” 61 The Commission
additionally inquired whether the
Affiliate Contribution Exception should
“only be available to U.S. controlling
affiliates regulated by the Securities and
Exchange Commission, a federal
banking regulator, or an insurance
regulator?” 62 The Industry Groups
stated that they do not believe any
benefit would result from “limiting the
affiliates that contribute capital to
regulated entities” because it would
further introduce the Commission ““into
the decision-making process for
commercial decisions and resource
allocation of global organizations,” and
“also prevent the use of common
practices for this type of funding,
including holding companies and trust
companies.” 63 One commenter also
stated that a U.S. affiliate should not be
required to “‘be regulated in the United
States in order to qualify” for the
Affiliate Contribution Exception.64

The Commission also noted in the
2020 Proposal that one of the rationales
behind the Affiliate Contribution
Exception is the affiliate’s likely ability
to demand that the non-U.S. CPO
provide it with information necessary to
assess the offshore pool’s operations and
performance.®5 Because it may not be
possible to ascertain with certainty
whether such information must be
provided to a U.S. controlling affiliate
under laws applicable to the non-U.S.
CPO, the Commission queried in the
2020 Proposal whether the Affiliate
Contribution Exception should be
“conditioned on there being an
obligation on the non-U.S. CPO that is
legally binding in its home jurisdiction
to provide the U.S. controlling affiliate
with information regarding the
operation of the offshore pool by the
affiliated non-U.S. CPO?” 66 The
Industry Groups noted that “an
organization’s decision to contribute
capital to support the operations of an
offshore CPO is a commercial business
decision, not an investment decision of
the type that Part 4 information
addresses.” 67 Therefore, the Industry
Groups stated, there is ‘“no need for the
Commission to determine what type of
information global business

612020 Proposal, 85 FR at 35826.
62]d.

63 Industry Group Letter, at 18.
64Vanguard, at 2.

652020 Proposal, 85 FR at 35826.
66 Id.

67 Industry Group Letter, at 18.

organizations will need to exercise their
business judgment in this regard or for
the Commission otherwise to intervene
in the organization’s decision-making
process.” 68 The Commission did not
receive any comments supporting the
additional limitations for which the
Commission specifically solicited
public feedback in the 2020 Proposal.

B. Reconsidering the 2016 Proposal and
Comments Received

In addition to reopening the comment
period with respect to the 2016
Proposal, the Commission queried
specifically whether Commission
regulation 3.10 should require
commodity interest transactions of
foreign located persons or IFIs that are
required or intended to be cleared on a
registered derivatives clearing
organization (DCO) to be submitted for
clearing through an FCM registered in
accordance with section 4d of the Act,
unless such foreign located person or IFI
is itself a clearing member of such
registered DCO.%° As mentioned above,
the Commission received two additional
comments relevant to the 2016 Proposal
as a result of the reopening of the 2016
Proposal’s comment period. After a brief
explanation of the 2016 Proposal, the
Commission will discuss and address
these additional comments, along with
the public comments originally received
in 2016, and outline the Final Rule
amendments resulting from the 2016
Proposal below.

1. The 2016 Proposal’s Amendments to
Commission Regulation 3.10(c)

At the time the 2016 Proposal was
published, and until the Final Rule’s
amendments become effective,
Commission regulation 3.10(c)(2)—(c)(3)
generally provides an exemption from
registration, subject to specific
conditions, for certain foreign located
persons acting as intermediaries
(collectively, Foreign Intermediaries)
with respect to persons also located
outside the U.S., even though such
transactions may be executed
bilaterally, or on or subject to the rules
of a DCM or SEF.70 With respect to
activities involving commodity interest
transactions executed bilaterally, or
made on or subject to the rules of any
DCM or SEF, Commission regulation
3.10(c)(3)(i) provides an exemption from
registration as a CPO, CTA, or IB, where
the person is a foreign located person,

68 Id. (noting that “requiring this exception to be
conditioned on there being a legally binding
obligation in the non-U.S. CPO’s home jurisdiction
would create unnecessary non-U.S. legal analysis
on the part of the affiliate”).

692020 Proposal, 85 FR at 35827.

7017 CFR 3.10(c)(2)-(c)(3). See supra pt. LA.

acting only on behalf of other foreign
located persons, and the commodity
interest transaction is submitted for
clearing through a registered FCM.71
Commission regulation 3.10(c)(2)(i)
currently provides a similar exemption
from registration for any Foreign
Intermediary acting as an FCM.72

Pursuant to the 2016 Proposal, the
Commission proposed to amend
Commission regulations 3.10(c)(2) and
(c)(3) to revise the conditions under
which those exemptions from
registration would apply.73 Specifically,
the 2016 Proposal’s amendments would
permit a Foreign Intermediary to be
eligible for an exemption from
registration, if the Foreign Intermediary,
in connection with a commodity
interest transaction, only acts on behalf
of (1) foreign located persons, or (2)
IFIs,74 without regard to whether such
persons or institutions clear such
commodity interest transaction.”5 It was
the Commission’s intention in 2016—
and remains so now—to promulgate
regulations consistent with its
longstanding policy of focusing its
customer protection activities upon
domestic firms, and upon firms
soliciting or accepting orders from
domestic participants.”6

2. Responsive Comments Received
Regarding the 2016 Proposal

In response to the 2016 Proposal, the
Commission originally received six
comments 77 and subsequently received

7117 CFR 3.10(c)(3)(i).

7217 CFR 3.10(c)(2)(i).

732016 Proposal.

74 For purposes of the 2016 Proposal, the
Commission defined IFIs as those multinational
institutions defined in the Commission’s previous
rulemakings and staff no-action letters, i.e.,
International Monetary Fund, International Bank for
Reconstruction and Development, European Bank
for Reconstruction and Development, International
Development Association, International Finance
Corporation, Multilateral Investment Guarantee
Agency, African Development Bank, African
Development Fund, Asian Development Bank,
Inter-American Development Bank, Bank for
Economic Cooperation and Development in the
Middle East and North Africa, Inter-American
Investment Corporation, Council of Europe
Development Bank, Nordic Investment Bank,
Caribbean Development Bank, European Investment
Bank and European Investment Fund (the
International Bank for Reconstruction and
Development, International Finance Corporation,
and Multilateral Investment Guarantee Agency are
parts of the World Bank Group). 2016 Proposal, 81
FR at 51825, citing Further Definition of “Swap
Dealer,” “Security-Based Swap Dealer,” “Major
Swap Participant,” “Major Security-Based Swap
Participant,” and “Eligible Contract Participant,” 77
FR 30596, 30692, n.1180 (May 23, 2012) (Entities
Final Rule).

752016 Proposal, 81 FR at 51826.

76 Id.

77 The original six comments were submitted by:
AIMA; the CME Group, Inc. (CME); IAA; MFA; and
two individuals unaffiliated with any registrant or
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two additional comments,”® as a result
of reopening the comment period
pursuant to the 2020 Proposal. AIMA,
CME, MFA, and the Industry Groups
commented that the 2016 Proposal
would improve market efficiency and
increase liquidity in U.S. markets by
eliminating the regulatory burden
associated with Commission registration
imposed on Foreign Intermediaries
acting solely on behalf of other foreign
located persons.”? In particular, MFA
also commented that foreign located
persons would generally not have any
expectation that a Foreign Intermediary
would be subject to Commission
oversight.8® The CME also noted that the
proposed amendments would positively
impact the likelihood of productive
cooperation concerning the regulation of
derivatives across all jurisdictions going
forward.8? One individual commented
that Foreign Intermediaries should be
required to register with the
Commission no matter the
circumstance.82 The other individual
did not address the 2016 Proposal in
any manner. Regarding the two
additional comment letters received
after the 2020 Proposal, the Industry
Groups and ESM were both strongly
supportive of the Commission finalizing
amendments from the 2016 Proposal;
additionally, ESM requested that it be
explicitly included in the definition of
“international financial institution.” 83

derivatives industry organization. Comments for
Proposed Rule 81 FR 51824, available at https://
comments.cftc.gov/PublicComments/
CommentList.aspx?id=1724. See specifically,
Comment Letter from AIMA (Sept. 6, 2016) (AIMA),
available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=61002&SearchText=;
Comment Letter from CME (Aug. 23, 2016) (CME),
available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=60997&SearchText=;
Comment Letter from IAA (Sept. 6, 2016) (IAA),
available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=61003&SearchText=;
Comment Letter from MFA (Sept. 2, 2016) (MFA),
available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=61000&SearchText=.

78 The two additional 2020 comment letters
addressing the 2016 Proposal are the jointly
submitted Industry Group Letter and the comment
letter from ESM, described above as a foreign
intergovernmental organization. Comments for
Proposed Rule 85 FR 35820, available at https://
comments.cftc.gov/PublicComments/
CommentList.aspx?id=3122. See supra pt. ILA.

79 AIMA, at 1; CME, at 1-2; MFA, at 1; Industry
Group Letter, at 12-13.

80 MFA, at 1.

81 CME, at 2.

82 Comment Letter from “Jean Publieee” (Aug. 8,
2016), available at https://comments.cftc.gov/
PublicComments/
ViewComment.aspx?id=60987&SearchText=.

83 Industry Group Letter, at 13; ESM, at 2.

3. Finalizing the 2016 Proposal

After considering all of the comments,
the Commission is finalizing its
amendments to Commission regulation
3.10(c) from the 2016 Proposal, with
two modifications. First, the
Commission originally proposed to
amend the language of the exemptions
to remove the requirement that any
commodity interest transaction shall be
submitted for clearing through a
registered FCM.84 In doing so, the
Commission recognized that not all
commodity interest transactions are
subject to a clearing requirement under
the CEA or Commission regulations, or
even available for clearing by any
DCO.85 However, by removing the
clearing condition, the Commission
inadvertently failed to reiterate that
those transactions that are required to be
cleared must be cleared by a clearing
member of the relevant DCO. The
proposed removal of such language may
have had the unintended consequence
of leading some market participants to
misconstrue the Commission’s purpose
as an intention to permit unregistered
foreign located persons to become
clearing members on a DCO to clear
commodity interest transactions on
behalf of customers that were also
foreign located persons. Thus, the Final
Rule provides that the exemptions from
registration in Commission regulation
3.10(c) are conditioned on (1) clearing
on a DCO any commodity interest
transaction that is required or intended
to be cleared on a registered DCO; and
(2) an additional requirement that such
transactions must be cleared through a
registered FCM, unless the Foreign
Intermediary’s customer is a clearing
member of the relevant DCO.

Second, the Commission is modifying
the definition of “international financial
institution” proposed in 2016 to be
consistent with the definition of U.S.
person recently adopted by the
Commission in its final cross-border
rules for swap dealers (SDs) and major
swap participants (MSPs) (Cross-Border
Final Rule), which generally excludes
IFIs from the definition of U.S. person.86
Consistent with the Cross-Border Final
Rule, the Commission is defining the
term ‘““international financial
institutions” in Commission regulation
3.10(c) to include the International
Monetary Fund, the International Bank
for Reconstruction and Development,
the Inter-American Development Bank,

842016 Proposal, 81 FR at 51826.

85]d.

86 Cross-Border Application of the Registration
Thresholds and Certain Requirements Applicable to
Swap Dealers and Major Swap Participants, 85 FR
56924, 56937-38 (Cross-Border Final Rule).

the Asian Development Bank, the
African Development Bank, the United
Nations, the IFIs that are defined in 22
U.S.C. 262r(c)(2), those institutions that
are defined as “multilateral
development banks” in the European
Union’s regulation on “OTC derivatives,
central counterparties and trade
repositories,” 87 their agencies and
pension plans, and any other similar
international organizations, and their
agencies and pension plans.88

The IFI definition adopted by the
Final Rule also includes two additional
institutions identified in CFTC Staff
Letters 17—34 89 and 18-13.90 In CFTC
Staff Letter 17—34, Commission staff
provided relief from CFTC margin
requirements to swaps between SDs and
ESM,91 and in CFTC Staff Letter 18—13,
Commission staff identified the North
American Development Bank as an
additional entity that should be

87 Cross-Border Final Rule, 85 FR at 56937—
56938; Regulation (EU) No 648/2012 of the
European Parliament and of the Council on OTC
Derivative Transactions, Central Counterparties and
Trade Repositories, Article 1(5(a)) (July 4, 2012),
available at https://eur-lex.europa.eu/legal-content/
EN/TXT/?uri=CELEX:32012R0648. Article 1(5(a))
references Section 4.2 of Part 1 of Annex VI to
Directive 2006/48/EC, available at https://eur-
lex.europa.eu/legal-content/EN/TXT/
Puri=CELEX % 3A32006L0048. The definitions
overlap, but together they include the following:
The International Monetary Fund, International
Bank for Reconstruction and Development,
European Bank for Reconstruction and
Development, International Development
Association, International Finance Corporation,
Multilateral Investment Guarantee Agency, African
Development Bank, African Development Fund,
Asian Development Bank, Inter-American
Development Bank, Bank for Economic Cooperation
and Development in the Middle East and North
Africa, Inter-American Investment Corporation,
Council of Europe Development Bank, Nordic
Investment Bank, Caribbean Development Bank,
European Investment Bank and European
Investment Fund. As noted above, the International
Bank for Reconstruction and Development, the
International Development Association, the
International Finance Corporation, and the
Multilateral Investment Guarantee Agency are parts
of the World Bank Group.

88 See infra new Commission regulation
3.10(c)(1)(iii) (adopting a formal IFT definition for
purposes of applying the exemptions otherwise
established by that provision).

89 CFTC Staff Letter No. 17-34 (Jul, 24, 2017),
available at https://www.cftc.gov/sites/default/files/
idc/groups/public/@Irlettergeneral/documents/
letter/17-34.pdf. See also CFTC Staff Letter No. 19—
22 (Oct. 16, 2019), available at https://
www.cftc.gov/csl/19-22/download.

90 CFTC Staff Letter No. 18-13 (May 16, 2018),
available at https://www.cftc.gov/csl/18-13/
download.

91 CFTC Staff Letter No. 17—34. In addition, in
May 2020, the Commission adopted an amendment
to Commission regulation 23.151 to exclude ESM
from the definition of “financial end user,” which
will have the effect of excluding swaps between
certain SDs and ESM from the Commission’s
uncleared swap margin requirements. Margin
Requirements for Uncleared Swaps for Swap
Dealers and Major Swap Participants, 85 FR 27674
(May 11, 2020).
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considered an IFI for purposes of
applying the SD and MSP definitions.92
The Commission concludes that it is
appropriate to include these two entities
in the IFI definition adopted by the
Final Rule because the status of both
entities as multinational organizations
formed for public purposes is the same
as that of the other already identified
IFIs. Therefore, new Commission
regulation 3.10(c)(1)(iii) lists specific
IFIs, with these two additions. The IFI
definition also includes a catch-all for
“any other similar international
organizations, and their agencies and
pension plans,” which the Commission
intends to extend the definition to any
of the entities discussed above that are
not explicitly listed in the definition.
As the Commission recognized in the
2016 Proposal, IFIs are operated to
satisfy public purposes and have as
their members sovereign nations from
around the world. Although such
institutions may have headquarters or
another significant presence in the
United States, the Commission
recognizes that the unique attributes
and multinational status of these
institutions do not warrant treating
them as domestic persons for purposes
of the intermediary registration
exemptions in Commission regulation
3.10(c). The status of IFIs as
multinational member agencies leads
the Commission to recognize a need to
mitigate restraints on the ability of IFIs
to enter into transactions in all member
countries in conjunction with
promoting global economic
development and fulfilling other public
purposes. The Commission has
determined that this purpose is better
served by defining “international
financial institution” to be consistent
with the Cross-Border Final Rule
because the list of IFIs as proposed in
the 2016 Proposal was limited to a
specified list and may have required
amendment from time to time.

C. Pool-by-Pool Exemption

The 2020 Proposal would amend the
3.10 Exemption such that non-U.S.
CPOs could avail themselves of the
relief thereunder on a pool-by-pool
basis, by specifying that the availability
of the 3.10 Exemption would be
determined by whether all of the
participants in a particular offshore
commodity pool are located outside the
United States.93 The Commission stated
its preliminary belief that this

92 CFTC Staff Letter 18-13. See also CFTC Staff
Letter 17-59 (Nov. 17, 2017) (providing no-action
relief from the swap clearing requirement of section
2(h)(1) of the CEA), available at https://
www.cftc.gov/csl/17-59/download.

932020 Proposal, 85 FR at 35822-35823.

amendment would appropriately focus
Commission oversight on those pools
that solicit and/or accept persons
located in the United States as pool
participants.9¢ The Commission further
noted several developments in the
pooled investment space since the
original adoption of the 3.10 Exemption
that, in the Commission’s preliminary
opinion, also supported the
amendments in the 2020 Proposal.®5
Specifically, the Commission observed
that Congress in 2010, through the
Dodd-Frank Act, expanded the
Commission’s jurisdiction to include
swaps and rolling spot retail foreign
exchange transactions, and that, when
combined with the rescission or
revision of certain CPO exemptions and
exclusions, this expanded authority
resulted in a significant increase in the
number of entities captured within the
definition of CPO.96

In considering the propriety of the
pool-by-pool exemption set forth in the
2020 Proposal, the Commission also
noted the increasing globalization of the
commodity pool industry, observing
that, in contrast with the pool industry
at the time of the original adoption of
Commission regulation 3.10(c)(3)(i),
several of today’s largest CPOs, when
measured by assets under management,
are located outside the United States.97
The Commission noted further that
these larger CPOs typically operate
many different commodity pools
simultaneously, including some pools
for U.S. investors and other pools for
investors outside of the United States.98
Therefore, the Commission
preliminarily concluded that the 3.10
Exemption should be amended to reflect
the Commission’s regulatory interests in
such an integrated international
investment management environment,
which the Commission preliminarily
believed would be accomplished
through the 2020 Proposal.??

The Commission received one
comment explicitly addressing the
proposed pool-by-pool availability of
the 3.10 Exemption in the 2020
Proposal.199 The Industry Groups stated
their strong support for ““‘the revised
structure of the 3.10 Exemption that the
Commission has proposed, which
clearly and expressly provides for

942020 Proposal, 85 FR at 35823.

95 Id.

96 Id.

97 Id.

98 ]d.

99 ]d.

100 Industry Group Letter, at 10. See also
Vanguard, at 2 (expressing support for the 2020
Proposal in general and the substantive comments
from the Industry Groups); Barnard, at 2 (expressing
support for the 2020 Proposal generally).

reliance on the exemption on a pool-by-
pool basis.” 101 The Industry Groups
further stated their agreement with the
Commission’s preliminary belief that
the proposed amendments ““ ‘better
reflect the current state of operations of
CPOs’ and more clearly align the text of
the rule with the Commission’s policy
goals.” 102 They also noted their belief
that “[t]he intention to permit an
exempt or registered non-U.S. offshore
CPO to rely on the 3.10 Exemption on

a pool-by-pool basis is crystal clear,
both in the language of the proposed
amendment and the Release.” 103

After considering the comments
received, the Commission has
determined to finalize the 2020 Proposal
so that non-U.S. CPOs may utilize the
3.10 Exemption for their offshore
commodity pools on a pool-by-pool
basis. As such, the Commission is
amending the 3.10 Exemption for non-
U.S. CPOs, as proposed, to specify that
its availability would be determined, in
part, by whether all of the participants
in a particular offshore pool are foreign
located persons.104 Permitting non-U.S.
CPOs to rely upon the relief provided by
the 3.10 Exemption on a pool-by-pool
basis will further allow the Commission
to focus its resources on the oversight of
CPOs operating pools offered and sold
to participants located in the U.S., i.e.,
the Commission’s primary customary
protection mandate. Therefore, the
Commission concludes that the Final
Rule properly tailors the 3.10
Exemption to address the increasingly
global nature of the investment
management space since 2007, without
compromising the Commission’s
mission of protecting U.S. pool
participants and effectively regulating
CPOs managing U.S. assets.

For the reasons stated above, the
Commission determines that amending
the 3.10 Exemption to provide relief
from registration to non-U.S. CPOs for
their offshore pools on a pool-by-pool
basis is an appropriate exercise of its
exemptive authority under CEA section
4(c). The persons involved in the
transactions subject to the exemptive
relief provided herein are “appropriate
persons,” as discussed in the 2020
Proposal, because the term “‘appropriate
person” as used in CEA section 4(c)

101 Industry Group Letter, at 10.

102 [d., quoting 2020 Proposal, 85 FR at 35822.

103 [d. at 11.

1042020 Proposal, 85 FR at 35831 (proposing
Commission regulation 3.10(c)(3)(ii) to provide this
relief on a pool-by-pool basis to qualifying non-U.S.
CPOs for their offshore pools). See infra new
Commission regulation 3.10(c)(5)(i) (retaining that
proposed language and updating solely to reflect
the adoption of defined terms from the 2016
Proposal, including “‘foreign located person”).
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includes ““a commodity pool formed or
operated by a person subject to
regulation under the Act.” 105 The
Commission has previously interpreted
the clause ‘“‘subject to regulation under
the Act” as including persons who are
exempt from registration or excluded
from the definition of a registration
category.196 Consistent with its
preliminary belief in the 2020 Proposal,
the Commission believes that clearly
enabling non-U.S. CPOs to avoid the
additional organizational complexity
associated with separately organizing
their offshore and domestic facing
commodity pool businesses may result
in more non-U.S. CPOs undertaking to
design and offer pools for persons in the
United States. Moreover, this could, in
turn, result in a greater diversity of
commodity pools offered and/or sold to
persons in the United States, and this
increased competition amongst
commodity pools and their CPOs could
broadly foster additional innovation in
the commodity pool space, already one
of the more dynamic sectors regulated
by the Commission. Further, this
potential for increased competition and
variation in commodity pools and CPOs
resulting from the Final Rule will
further promote the vibrancy of the U.S.
commodity interest markets.

The Commission concludes that the
amendments adopted herein will not
have a material adverse effect on the
ability of the Commission or any DCM
to discharge their duties under the Act,
because non-U.S. CPOs relying on the
3.10 Exemption, as amended by the
Final Rule, with respect to their offshore
commodity pools will remain subject to
the statutory and regulatory obligations
imposed on all participants in the U.S.
commodity interest markets.107 This
conclusion is consistent with section
4(d) of the Act, which provides that any
exemption granted pursuant to CEA
section 4(c) will not affect the authority
of the Commission to conduct
investigations in order to determine
compliance with the requirements or
conditions of such exemption or to take
enforcement action for any violation of
any provision of the Act or any rule,

1057 U.S.C. 6(c)(3)(E).

106 77 FR at 30655 (finding, in the context of the
eligible contract participant definition, that
construing the phrase “formed and operated by a
person subject to regulation under the [CEA]” to
refer to a person excluded from the CPO definition,
registered as a CPO or properly exempt from CPO
registration appropriately reflects Congressional
intent).

107 See, e.g., 7 U.S.C. 9 (prohibiting the use or
employment of any manipulative or deceptive
device in connection with any swap or contract of
sale of any commodity in interstate commerce, or
for future delivery on or subject to the rules of any
registered entity).

regulation or order thereunder caused
by the failure to comply with or satisfy
such conditions or requirements.108
Further, to the extent a non-U.S. CPO
operates both offshore and domestic
commodity pools, these amendments to
the 3.10 Exemption do not restrict or
negatively affect the Commission’s
statutory and regulatory authority
applicable to the commodity pool and
intermediary activities of the non-U.S.
CPO involving persons located in the
United States. Rather, this aspect of the
Final Rule simply reflects the
Commission focusing its regulatory
resources on U.S. pool participants and
the firms soliciting them for trading
commodity interests, which are squarely
within its customer protection
mandate.199 Finally, under the Final
Rule, the Commission retains the
authority to take enforcement action
against any non-U.S. CPO claiming the
3.10 Exemption based on its activities
within the U.S. commodity interest
markets, consistent with the
Commission’s authority regarding
market participants generally.

D. Utilizing the 3.10 Exemption
Concurrent With Other Regulatory Relief
Available to CPOs

As discussed above, the Commission
proposed that the 3.10 Exemption for
non-U.S. CPOs be available on a pool-
by-pool basis. Consistent with those
proposed amendments, and to address
the concerns articulated by commenters
to the 2018 Proposal,11° the Commission
also proposed to explicitly provide that
a non-U.S. CPO may claim the 3.10
Exemption for its offshore pool(s), while
such non-U.S. CPO also claims another
registration exemption or regulatory
exclusion with respect to other pools it
operates, e.g., the de minimis exemption
under Commission regulation
4.13(a)(3),111 an exclusion from the CPO
definition under Commission regulation
4.5,112 or registers with respect to such
pools.113 As noted in the 2020 Proposal
and confirmed by the responsive
comments received, the Commission
understands that this practice is known
colloquially as the ability to “stack”
exemptions.

Absent the finalization of this
amendment, the 3.10 Exemption would
not have a provision that expressly
contemplates its simultaneous use with
other exemptions or exclusions
available under other Commission

1087 1.S.C. 6(d).

1092020 Proposal, 85 FR at 35823.

110 See, e.g., AIMA, at 6; Willkie, at 6.

11117 CFR 4.13(a)(3).

11217 CFR 4.5.

113 2020 Proposal, 85 FR at 35824-25. See infra
new Commission regulation 3.10(c)(5)(iv).

regulations. This contrasts with the
language in Commission regulation
4.13(f), for example, which states that
the filing of a notice of exemption from
registration under that section will not
affect the ability of a person to qualify
for exclusion from the definition of the
term ‘“‘commodity pool operator” under
§4.5 in connection with its operation of
another trading vehicle that is not
covered under §4.13.114 In the 2020
Proposal, the Commission stated its
preliminary belief that non-U.S. CPOs
relying on the 3.10 Exemption should
have the ability to rely on other
regulatory exemptions or exclusions
that they qualify for, just like any other
CPO.115 The Commission noted that it
independently developed the terms
under which CPOs of U.S. commodity
pools may claim registration relief, and
the fact that a non-U.S. CPO operates
both offshore and U.S. commodity pools
does not undermine the rationale
providing the foundation for other
regulatory relief available to CPOs
generally.116 The Commission therefore
preliminarily concluded that a non-U.S.
CPO relying upon the 3.10 Exemption
for one or more of its offshore pools
should not, by virtue of that reliance, be
foreclosed from utilizing other relief
generally available to CPOs of U.S.
pools.117

The Commission received one
comment regarding the ability to
combine the 3.10 Exemption with either
registration or other available CPO
exemptions or exclusions. The Industry
Groups strongly supported this aspect of
the 2020 Proposal because it “clearly
and expressly provides for reliance on
the [3.10 E]xemption on a pool-by-pool
basis and also, in a separate provision,
expressly acknowledges the ability to
combine or ‘stack’ exemptions.” 118
They did, however, suggest removing
from the proposed amendment the
specific references to Commission
regulations 4.13 and 4.5, so as to better
align the provision with the
Commission’s stated intentions in the
2020 Proposal, i.e., to permit the 3.10
Exemption to be broadly combinable
with other available exemptions or
exclusions, or registration.119

After considering the comments
received, and for the reasons stated in

11417 CFR 4.13(f).

115 2020 Proposal, 85 FR at 35825.

116 Id‘

117 Id

118 Industry Group Letter, at 10.

119 Jd. at 12 (citing the 2020 Proposal, 85 FR at
25824-25, and stating that the Commission
repeatedly describes the provision ‘“‘as permitting
simultaneous reliance on different exemptions or
registration, giving examples of such exemptions,
but without limiting the exemptions in question”).



78726

Federal Register/Vol. 85, No. 235/Monday, December 7, 2020/Rules and Regulations

the 2020 Proposal, the Commission is
adopting the proposed amendment
permitting the 3.10 Exemption to be
maintained concurrently with CPO
registration and/or other exemptions or
exclusions otherwise available to the
claiming non-U.S. CPO. The
Commission agrees that it is not
necessary for the exclusions and
exemptions available under
Commission regulations 4.5 and 4.13 to
be explicitly enumerated therein.
Although the relief provided by
Commission regulations 4.5 and 4.13 is
the predominant means by which
commodity pools are operated without
the registration of a CPO, those
provisions are not the sole source of
such relief available to CPOs for their
pools. Therefore, the Final Rule adopts
the provision permitting the “stacking”
of the 3.10 Exemption with either
registration or other available relief from
CPO regulation by the Commission,
without the specific references to
Commission regulations 4.5 and 4.13.120

E. The Safe Harbor for Non-U.S. CPOs
With Respect to Inadvertent U.S.
Participants in Their Offshore Pools

The 2020 Proposal also proposed a
safe harbor for non-U.S. CPOs that have
taken reasonable actions designed to
minimize the possibility that
participation units in the operated
offshore pool are being offered or sold
to persons located in the United States.
The Commission understands that some
non-U.S. CPOs may not be able to
represent with absolute certainty that
they are acting only on behalf of foreign
located persons invested in their
offshore pools, as such non-U.S. CPOs
may not have complete visibility into
the ultimate beneficial ownership of
their offshore pool participation units.
Pursuant to the proposed safe harbor, a
non-U.S. CPO would be permitted to
engage in the U.S. commodity interest
markets on behalf of an offshore pool for
which it cannot represent with absolute
certainty that all of the pool participants
are offshore, as required by the 3.10
Exemption, provided that such non-U.S.
CPO meets the following conditions:

1. The offshore pool’s offering
materials and any underwriting or
distribution agreements include clear,
written prohibitions on the offshore
pool’s offering to participants located in
the United States and on U.S.
ownership of the offshore pool’s
participation units;

2. The offshore pool’s constitutional
documents and offering materials: (a)
Are reasonably designed to preclude

120 See infra new Commission regulation
3.10(c)(5)(iv).

persons located in the United States
from participating therein, and (b)
include mechanisms reasonably
designed to enable the non-U.S. CPO to
exclude any persons located in the
United States who attempt to participate
in the offshore pool notwithstanding
those prohibitions;

3. The non-U.S. CPO exclusively uses
non-U.S. intermediaries for the
distribution of participations in the
offshore pool;

4. The non-U.S. CPO uses reasonable
investor due diligence methods at the
time of sale to preclude persons located
in the United States from participating
in the offshore pool; and

5. The offshore pool’s participation
units are directed and distributed to
participants outside the United States,
including by means of listing and
trading such units on secondary markets
organized and operated outside of the
United States, and in which the non-
U.S. CPO has reasonably determined
participation by persons located in the
United States is unlikely.

With respect to this proposed safe
harbor, the Commission stated its
preliminary expectation that a non-U.S.
intermediary would include a non-U.S.
branch or office of a U.S. entity, or a
non-U.S. affiliate of a U.S. entity,
provided that the distribution takes
place exclusively outside of the United
States.121

The Commission also stated its
preliminary belief that satisfying the
criteria of the proposed safe harbor
would serve as an indication that a non-
U.S. CPO is exercising sufficient
diligence with respect to those
circumstances within its control to
minimize the possibility of engaging
with persons located in the United
States concerning the offered offshore
pool.122 Moreover, the Commission
stated its preliminary belief that, if a
non-U.S. CPO meets the five factors in
the proposed safe harbor, the likely
absence of U.S. participants is
sufficiently ensured so as to allow
reliance on the 3.10 Exemption.123 As
with any of the Commission’s other
registration exemptions available to
CPOs generally, the Commission
expressed in the 2020 Proposal its
expectation that non-U.S. CPOs
claiming the 3.10 Exemption would
maintain adequate documentation to
demonstrate compliance with the terms
of the safe harbor.124

The Commission received only one
comment regarding the proposed safe

1212020 Proposal, 85 FR at 35824.
122 Id
123 Id
124 Id

harbor. The commenter supported it,
saying that “[t]he proposed safe harbor
provides adequate provisions that will
simplify compliance with no loss of
regulatory amenity.” 125

Accordingly, upon consideration of
the comments, and consistent with the
rationale expressed in the 2020
Proposal, the Commission is adopting
the safe harbor as proposed. The
Commission believes, as it did in the
2020 Proposal, that this amendment is
an appropriate exercise of the
Commission’s exemptive authority
under CEA section 4(c). The persons
involved in the transactions subject to
the exemptive relief provided herein are
“appropriate persons,” as discussed in
the 2020 Proposal, because the term
“appropriate person’ as used in CEA
section 4(c) includes ““a commodity pool
formed or operated by a person subject
to regulation under the Act.”” 126 The
Commission has previously interpreted
the clause “subject to regulation under
the Act” as including persons who are
exempt from registration or excluded
from the definition of a registration
category.127 This safe harbor may
promote responsible economic or
financial innovation and fair
competition in the U.S. commodity
interest markets generally, thereby
increasing their vibrancy and
liquidity.128 The safe harbor adopted
herein permits a non-U.S. CPO of an
offshore pool, by taking defined steps
designed to mitigate the risk of U.S.
participation in the offshore pool, to
continue to qualify for the 3.10
Exemption, and thus, avoid being
regulated both by its regulatory
authority in its home jurisdiction and by
the Commission. This effectively places
the non-U.S. CPO on an equal footing
with those domestic CPOs solely
regulated by the Commission because
each is generally subject to a single,
appropriate regulatory regime with
respect to the operation of its
commodity pools. Additionally, the
presence and activity of additional
offshore pools with trading strategies
developed outside the United States
creates a diversity of viewpoint in the
U.S. commodity interest markets, which
could encourage innovation and
competition by domestic CPOs as well.

125 Barnard, at 2.

126 7 U.S.C. 6(c)(3)(E).

12777 FR at 30655 (finding, in the context of the
eligible contract participant definition, that
construing the phrase “formed and operated by a
person subject to regulation under the [CEA]” to
refer to a person excluded from the CPO definition,
registered as a CPO or properly exempt from CPO
registration appropriately reflects Congressional
intent).

1287 U.S.C. 6(c).
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Moreover, providing a safe harbor
enabling non-U.S. CPOs to utilize the
3.10 Exemption, subject to appropriate
conditions minimizing possible U.S.
participants in the covered offshore
pools, may result in more non-U.S.
CPOs and their offshore pools choosing
to trade in the U.S. commodity interest
markets, which adds liquidity to those
markets and thereby promotes more
efficient price discovery therein.
Importantly, the adoption of the safe
harbor will not have a material adverse
effect on the ability of the Commission
to discharge its regulatory duties under
the Act. Pursuant to CEA section 4(d),
the Commission expressly retains the
statutory authority to conduct
investigations in order to determine
compliance with the requirements or
conditions of such exemption, or to take
enforcement action for any violation of
any provision of the CEA or any rule,
regulation, or order thereunder caused
by the failure to comply with or satisfy
such conditions or requirements,
notwithstanding this amendment.129
Finally, as noted above, the Commission
retains the authority to take enforcement
action against any non-U.S. CPO
claiming the 3.10 Exemption based on
their activities within the U.S.
commodity interest markets. Nothing in
the Final Rule, including the adoption
of this safe harbor, negatively affects or
restricts the Commission’s statutory and
regulatory authority applicable to the
commodity pool and intermediary
activities of a non-U.S. CPO involving
persons located in the United States.
Therefore, the Commission concludes
that the safe harbor, as adopted herein,
is an appropriate exercise of its
authority pursuant to section 4(c) of the
Act.130

F. Exception for Initial Capital
Contributions by U.S. Affiliates of a
Non-U.S. CPO to Its Offshore Pools

The 2020 Proposal also proposed an
Affiliate Contribution Exception,
providing that initial capital contributed
by a non-U.S. CPO’s U.S. controlling
affiliate to the non-U.S. CPO’s offshore
commodity pool would not affect the
eligibility of the non-U.S. CPO for the
3.10 Exemption with respect to that
offshore pool.131 To that end, despite its
initial capital contribution(s), the U.S.
controlling affiliate would not be
considered a “participant” for purposes
of determining whether all of the
offshore pool’s participants are located
outside of the United States, as required

1297 U.S.C. 6(d).

130 See infra new Commission regulation
3.10(c)(5)(iii).

1312020 Proposal, 85 FR at 35825-35826.

by the 3.10 Exemption.'32 The
Commission noted that the term
“control” in this proposed provision: (1)
Was intended to provide a meaningful
degree of protection and transparency
with respect to the controlling affiliate’s
contribution of initial capital to the non-
U.S. CPO’s offshore commodity pool;
and (2) would be defined, consistent
with part 49 of its regulations, as the
possession, direct or indirect, of the
power to direct or cause the direction of
the management and policies of a
person, whether through the ownership
of voting shares, by contract, or
otherwise.133 As discussed in more
detail below, the Commission proposed
multiple conditions and limitations to
the Affiliate Contribution Exception: (1)
The U.S. affiliate must ‘“‘control,” as
defined in Commission regulation
49.2(a)(4), the non-U.S. CPO of the
offshore pool; (2) only contributions
considered to be “initial capital
contributions,” i.e., those made at or
near the inception of an offshore
commodity pool, are covered by the
exception; (3) interests in the U.S.
affiliate are not being marketed as an
investment or asset that provides
exposure to the U.S. commodity interest
markets; and (4) the U.S. affiliate must
not be subject to a statutory
disqualification, ongoing registration
suspension or bar, prohibition on acting
as a principal, or trading ban with
respect to the U.S. commodity interest
markets.134

The Commission received two
comment letters addressing and
discussing the Affiliate Contribution
Exception in the 2020 Proposal. Both
commenters generally supported the
Commission’s proposed Affiliate
Contribution Exception. Vanguard
strongly supported this aspect of the
2020 Proposal, but stated its belief that
“two changes would enhance the
Proposal, consistent with the
Commission’s mandate to protect U.S.
commodity pool participants.” 135 The
Industry Groups also strongly supported
the proposed Affiliate Contribution
Exception. This approach, the Industry
Groups explained, as reflected in the
Commission’s own staff relief letters
and certain regulatory provisions,
“recognizes that these [affiliate] capital
contributions are not ‘investments’

132 ]d, at 35825.

133 Id. (explaining that this definition of “control”
stems from Commission regulation 49.2(a)(4) and
was recently incorporated into the Commission’s
approach in the cross-border regulation of SDs); Id.
at 35832 (proposing Commission regulation
3.10(c)(3)(iii)).

1342020 Proposal, 85 FR at 35825, 35831-35832.

135 Vanguard, at 2. The two changes urged by
Vanguard are discussed in more detail below.

made for the purpose of seeking returns
from a pooled vehicle,” and that prior
Commission staff letters have previously
recognized that capital contributions to
a pool by the CPO’s U.S. affiliate or the
CPO’s U.S. principals do not constitute
“participation” in the pool that would
otherwise require the protections of the
Commission’s CPO regulatory program
in 17 CFR part 4.136

Specifically, the Industry Groups
noted that the proposed approach
recognizes that affiliate contributions
“reflect ‘commercial’ business
decisions” to further the CPO’s business
goals and support the CPO’s innovation
and investment opportunities.137 Both
comment letters also recommended that,
in finalizing the 2020 Proposal, the
Commission adopt certain modifications
that would generally expand the
proposed availability of the Affiliate
Contribution Exception.138 The
Commission will now explain the
proposed conditions, responsive
comments, and finally, the approach it
is taking in the Final Rule, including the
Commission’s analysis pursuant to CEA
section 4(c).

1. U.S. “Controlling” Affiliates

In the 2020 Proposal, the Commission
proposed to permit U.S. controlling
affiliates to contribute initial capital to
offshore pools operated by their
affiliated non-U.S. CPOs, because it
preliminarily believed that the control
typically exercised by a U.S. controlling
affiliate over its non-U.S. CPO affiliate
should provide a meaningful degree of
protection and transparency with
respect to the U.S. controlling affiliate’s
contribution of initial capital to a non-
U.S. CPO’s offshore commodity pool.139
For purposes of determining what
constitutes a “controlling affiliate,” as
that term was used in the 2020
Proposal,140 the Commission used the
definition of “affiliate” set forth in
Commission regulation 4.7(a)(1)(i),
which defines an “affiliate” as a person
that directly or indirectly through one or
more persons, controls, is controlled by,
or is under common control with the
specified person,'4! and the definition
of “control” as set forth in Commission
regulation 49.2(a)(4), which defines
“control” as the possession, direct or
indirect, of the power to direct or cause
the direction of the management and

136 [ndustry Group Letter, at 5.

137 Industry Group Letter, at 5.

138 Industry Group Letter, at 2—3; Vanguard, at 2.

1392020 Proposal, 85 FR at 35825.

140 The proposed Affiliate Contribution Exception
referred to the qualifying contributing affiliate as
“the control affiliate.” See, e.g., 2020 Proposal, 85
FR at 35832.

14117 CFR 4.7(a)(1)(1).
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policies of a person, whether through
the ownership of voting securities, by
contract, or otherwise.142

The Commission further noted that
the majority of a registered CPO’s
compliance obligations focus on
customer protection through a variety of
disclosures regarding a person’s
participation in a pool, which
information a controlling affiliate would
likely already be in a position to obtain,
independent of the Commission’s
regulations.’43 The Commission
preliminarily believed that a controlling
person would have the corporate or
other legal authority to require the
controlled non-U.S. CPO to provide
information equivalent to that required
by the Commission, such as detailed
information about the non-U.S. CPO’s
finances, management, and operations,
and more relevant to the proposed
amendment, access to investment and
performance information for the
offshore pool.144 Based on that
understanding, the Commission
preliminarily concluded that, due to the
fundamentally different features of the
relationship between a controlling
affiliate and a non-U.S. CPO, as
compared with that between an outside
investor and that CPO, initial capital
contributions by a U.S. controlling
affiliate to an offshore pool operated by
an affiliated non-U.S. CPO do not raise
the same customer protection concerns
as investments in those pools by
unaffiliated persons located in the
United States.145

As noted above, both responsive
comments supported the general
concept of the proposed Affiliate
Contribution Exception. Although the
commenters agreed that employing the
definition of “affiliate” from
Commission regulation 4.7(a)(1)(i) for
this purpose is appropriate, they both
opposed the additional proposed
condition of “control,” as defined in
Commission regulation 49.2(a)(4).146
Vanguard recommended that the
Commission not require that the U.S.
affiliate contributing capital to an
offshore pool managed by a non-U.S.
CPO “‘be a controlling affiliate of the
non-U.S. CPO or be regulated in the
United States in order to qualify for” the

14217 CFR 49.2(a)(4).

143 2020 Proposal, 85 FR at 35825, citing 17 CFR
4.22(c)(8) (providing that a registered GPO need not
distribute an annual report to pools operated by
persons controlling, controlled by, or under
common control with the CPO, provided that
information regarding the underlying pool is
contained in the investor pool’s annual financial
statement).

144 2020 Proposal, 85 FR at 35825.

145]d.

146 Vanguard, at 2; Industry Group Letter, at 5.

Affiliate Contribution Exception.147
Likewise, the Industry Groups
specifically recommended that the
Affiliate Contribution Exception be
applicable to offshore pool
contributions by all affiliates, as defined
in Commission regulation 4.7(a)(1)(i),
rather than just controlling affiliates,
and further stated their belief that
limiting the exception to contributions
from controlling affiliates serves no
regulatory need for the Commission.148
Additionally, the Industry Groups
stated that the Commission’s motivation
in requiring such control, that the U.S.
controlling affiliate would therefore
have access to any and all information
on the non-U.S. CPO and the offshore
pool otherwise required for participants
by virtue of 17 CFR part 4, was
misplaced because, they argued, capital
contributions to a pool by affiliates of its
CPO “reflect commercial business
decisions intended for the purpose of
supporting the organization’s business
operations.” 149 The Industry Groups
emphasized, moreover, that limiting the
Affiliate Contribution Exception to
controlling affiliates is “neither
necessary nor appropriate to ensure that
global organizations can obtain the
information they need for commercial
decision-making.” 150 They stated that
requiring control in the Affiliate
Contribution Exception “would in no
way further the protection of U.S.
investors,” because affiliate
contributions to an offshore pool are
‘“not properly viewed as participant
investments requiring Part 4
protection[s].” 151 The Industry Groups
also argued that the proposed condition
would “prevent many global
organizations from being able to rely on
the exemption in circumstances that do
not present any of the concerns” raised
in the 2020 Proposal.?52 Finally, the
Industry Groups stated that “there is no
basis for requiring the entity directly
contributing capital to control the [non-
U.S.] CPO,” as long as all of the entities
involved remain, ‘“under [the] common

147 Vanguard, at 2 (citing other 17 CFR part 4
regulations as provisions that “acknowledge that a
CPO’s affiliate that contributes capital to offshore
pools does not need to receive the information that
is otherwise provided by a CPO to other investors
for their protection”).

148 Industry Group Letter, at 5-6 (stating that,
“[a]s proposed, the [Affiliate Contribution
Exception] would be available only to contributions
by those entities in an organizational structure that
are upstream of the CPO, and would exclude
contributions from all other affiliates”).

1491d. at 6.

150 Id, (noting further that this proposed condition
does not “accurately reflect the realities of
enterprise decision-making and information flow”).

151 Industry Group Letter, at 8.

152]d., at 7-8.

control of an entity responsible for the
success of the enterprise.” 153

After further consideration of the
proposed Affiliate Contribution
Exception and the comments received,
the Commission does not believe that
requiring the U.S. affiliate to “control”
the non-U.S. CPO is necessary to
address the Commission’s stated policy
concerns. The definition of “‘affiliate” in
Commission regulation 4.7(a)(1)(i)
already incorporates the idea of
“control,” 15¢ which is substantively
identical to that in Commission
regulation 49.2(a)(4).15° Therefore, as
noted by commenters, control is already
required between or among related
entities for those entities to be
considered “affiliates” under
Commission regulation 4.7(a)(1)(i), as
“control” is inherent to that “affiliate”
definition.

Because control is a fundamental
element of the relationship between a
U.S. affiliate and non-U.S. CPO, and
therefore is incorporated into the
proposed Affiliate Contribution
Exception due to its reference to
Commission regulation 4.7(a)(1)(i), the
Commission believes that including an
additional reference to “control” from
Commission regulation 49.2(a)(4) is
redundant and unnecessary to ensure
there is “a meaningful degree of
protection and transparency,” or
adequate information and disclosure
flowing between those entities. Upon
consideration of the comments and the
Commission’s concerns delineated in
the 2020 Proposal about sufficient
information regarding an offshore pool
investment being available to a
contributing U.S. affiliate, the

1531d. at 6.

15417 CFR 4.7(a)(1)().

155 When the Commission proposed the definition
of “affiliate”” in Commission regulation 4.7, which
it later adopted without modification, it stated that
the definition was identical to that in the Securities
and Exchange Commission’s (SEC’s) Regulation D.
Exemption for Commodity Pool Operators With
Respect to Offerings to Qualified Eligible
Participants; Exemption for Commodity Trading
Advisors With Respect to Advising Qualified
Eligible Clients, 65 FR 11253, 11256 (Mar. 2, 2000)
(stating that the proposed definition is based upon
the “affiliate” definition in Rule 501 of Regulation
D under the Securities Act of 1933.); 17 CFR
230.501(b). The definition of “affiliate” in
Regulation D is identical to that in SEC Rule 405
of Regulation C. Revision of Certain Exemptions
From Registration for Transactions Involving
Limited Offers or Sales, 47 FR 11251, 11255 (Mar.
16, 1982); 17 CFR 230.405. Rule 405 of Regulation
C, in turn, defines “control” as used in the
definition of “affiliate” in both Regulation D and—
pertinent to this Final Rule—Commission
regulation 4.7(a)(1)(i), as the possession, direct or
indirect, of the power to direct or cause the
direction of the management and policies of a
person, whether through the ownership of voting
securities, by contract, or otherwise. 17 CFR
203.405, control.
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Commission believes that such U.S.
affiliate does not have to control the
non-U.S. CPO, as contemplated by the
2020 Proposal, for the Commission to be
reasonably confident that the U.S.
affiliate has a meaningful degree of
visibility into the operations of the non-
U.S. CPO and the offshore pool, absent
the protections provided by part 4 of the
Commission’s regulations. Therefore,
the Commission concludes in the Final
Rule that it is not necessary for the U.S.
affiliate to be a controlling affiliate,
provided that “control,” as articulated
by the affiliate definition in Commission
regulation 4.7(a)(1)(i), is present.156

In arriving at this conclusion, the
Commission reflected upon the nature
and characteristics of the types of
relationships generally included within
the definition of “affiliate”” under
Commission regulation 4.7(a)(1)(i), as
incorporated in both the 2020 Proposal
and the Final Rule. As explained above,
entities meet the definition of “affiliate”
in Commission regulation 4.7(a)(1)(i)
primarily by virtue of the control in
their relationships to one another; this
obviates the need for the Commission,
through its regulations or otherwise, to
mandate the provision of information to
the contributing affiliate.

For instance, if the U.S. affiliate
controls the non-U.S. CPO, as discussed
in the 2020 Proposal, the U.S. affiliate
would have the direct authority to
obtain any information it needs related
to its capital contribution to the offshore
pool operated by its controlled non-U.S.
CPO. Alternatively, if a U.S. affiliate is
controlled by the non-U.S. CPO of an
offshore pool, as a corporate subsidiary,
in the Commission’s experience, the
U.S. affiliate typically has increased
access to information about the
operations of its parent, as compared to
a third-party participant, because the
controlled U.S. affiliate may obtain such
information as needed, and otherwise
has the ability to access internal
information regarding its parent’s
operations, including information
regarding an offshore pool. Moreover,
where the U.S. affiliate and the non-U.S.
CPO are under common control of a
third entity, that third-party controlling
affiliate, due to its interest in the

156 2020 Proposal, 85 FR at 35825. The
Commission notes that, in the 2020 Proposal, this
discussion focused on the relationship between a
“U.S. controlling affiliate” and the non-U.S. CPO
because the Commission believed that, for purposes
of the proposed Affiliate Contribution Exception,
the control that a U.S. controlling affiliate is able
to exercise with respect to the operations of the
non-U.S. CPO and its offshore pools provides
adequate assurances that the U.S. controlling
affiliate is able to obtain and act upon the
information relevant to its participation in the non-
U.S. CPO’s offshore pool. Id. at 35825-35826.

continued viability of the U.S. affiliate,
the non-U.S. CPO, and the enterprise as
a whole, would, in the Commission’s
experience, ensure that its controlled
U.S. affiliate was in possession of any
and all relevant information regarding
the offshore pool necessary to assess the
propriety of the U.S. affiliate
contributing initial capital to that
vehicle. In each instance, the U.S.
affiliate, regardless of whether it is
controlling, controlled by, or under
common control with a non-U.S. CPO of
an offshore pool, would have a
mechanism to obtain information
regarding the operations of that offshore
pool, independent of the Commission’s
regulatory requirements under 17 CFR
part 4. This conclusion is also
consistent with the Commission’s
determination to exempt certain
affiliated pool participants from the
disclosure and reporting requirements
in part 4 of its regulations, based on
similar analyses of the nature of those
contributions and of the relationships
between such affiliated participants and
the CP0O.157

Based on the foregoing, the
Commission concludes that the general
nature of such affiliate relationships
assuages its stated concerns in the 2020
Proposal in the context of the Affiliate
Contribution Exception. The
Commission believes that where the
U.S. affiliate contributing initial capital
to the offshore pool controls, is
controlled by, or is under common
control with, the offshore pool’s non-
U.S. CPO, consistent with the “affiliate”
definition in Commission regulation
4.7(a)(1)(i), this provides such U.S.
affiliate with sufficient access to the
information it needs about the non-U.S.
CPO or the offshore pool to make
properly informed decisions regarding
any initial capital contributions to that
offshore pool. Thus, the Commission
concludes that such U.S. affiliate of a
non-U.S. CPO contributing to its
offshore pool should be eligible for the
Affiliate Contribution Exception,
provided the other conditions are met.
The Final Rule therefore adopts the
Affiliate Contribution Exception,
without additionally requiring that the

157 See, e.g., 17 CFR 4.21(a)(2) (stating that, for
purposes of distributing disclosure documents to
prospective participants, a CPO is not required to
distribute to a commodity pool operated by a pool
operator that is the same as, or that controls, is
controlled by, or is under common control with, the
pool operator of the offered pool); 17 CFR 4.22(c)(8)
(providing that, for purposes of the Annual Report
distribution requirement, the term “‘participant”
does not include a commodity pool operated by a
pool operator that is the same as, or that controls,
is controlled by, or is under common control with
the pool operator of a pool in which the commodity
pool is invested).

U.S. affiliate control the affiliated non-
U.S. CPO, and without reference to
Commission regulation 49.2(a)(4).158

2. The Timing of a U.S. Affiliate’s
Capital Contributions to an Offshore
Pool

In the 2020 Proposal, the Commission
also stated its preliminary intent to limit
the Affiliate Contribution Exception to
capital contributed by a U.S. controlling
affiliate at or near the inception of a
non-U.S. CPO’s offshore pool.159 The
Commission explained that such initial
capital contributions generally result
from commercial decisions by the U.S.
controlling affiliate, typically in
conjunction and coordination with the
non-U.S. CPO, to support the offshore
pool until such time as it has an
established performance history for
solicitation purposes, notwithstanding
that the affiliate’s capital may remain
invested for the life of the offshore
pool.160 Limiting the Affiliate
Contribution Exception to initial capital
contributions, the Commission
preliminarily believed, is appropriate to
ensure that the capital is being
contributed in an effort to support the
operations of the offshore pool at a time
when its viability is being tested, rather
than as a mechanism for the U.S.
controlling affiliate to generate returns
for its own investors.161

The Commission also discussed in the
2020 Proposal whether such
contributions should be time-limited in
any regard. The Commission
acknowledged a staff letter issued by the
Division of Swap Dealer and
Intermediary Oversight (DSIO), wherein
DSIO staff determined that a limitation
on how long U.S. contributions could
remain invested in an offshore pool
without the non-U.S. CPO registering as
such was appropriate, because some of
the U.S. derived capital came from U.S.
natural persons employed by the non-
U.S. CPO’s affiliated U.S. investment
advisers.162 In the 2020 Proposal, the
Commission preliminarily concluded
that imposing a similar time limit on the
proposed Affiliate Contribution
Exception was not necessary, where the
initial capital contributions are derived
not from natural person employees, but
rather from the corporate funds of the
contributing affiliate.163

158 See infra new Commission regulation
3.10(c)(5)(ii).

1592020 Proposal, 85 FR at 35826.

160 Id.

161 Id

162 ]d. at 35825, citing CFTC Staff Letter 15-46
(May 8, 2015), available at https://www.cftc.gov/csl/
15-46/download.

163 2020 Proposal, 85 FR at 35825.
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In response, the Industry Groups
commented that the Commission’s
rationale supporting the Affiliate
Contribution Exception “applies equally
to affiliate support provided at other
points in a pool’s life cycle, and that
limiting the [exception] to ‘initial’
contributions would thus reduce the
effectiveness of the exemption without
serving any U.S. investor protection
purpose.” 164 Vanguard supported the
Commission’s belief that any
contribution of capital by a U.S. affiliate
should be done to support the
operations of an offshore pool at a time
when its viability is being tested.165
However, Vanguard noted that limiting
contributions to “‘at or near a pool’s
inception” would have the unintended
consequence of “limiting [an] affiliate’s
ability to support its non-U.S. CPO,”
and accordingly, recommended that the
Commission not limit the Affiliate
Contribution Exception to initial capital
contributions.166

Additionally, the Industry Groups
stated that there are ‘“‘many situations in
the life of an offshore pool, after the
initial startup period, where it is
beneficial, and may be essential, to the
pool’s viability and to its participants
for the CPO or its affiliates to provide
additional support for the pool.” 167 The
Industry Groups noted that there are
matters beyond a CPO’s control “such as
shareholder redemption activity and
market disruptions” that make it
important for the offshore pool to have
continued access to affiliate capital
support.168 Alternatively, the Industry
Groups stated that they would not be
opposed to the Commission including
in the Affiliate Contribution Exception a
specific “purpose” provision, to ensure
it is used “properly” or in good faith;
their suggested language would require
that, “ ‘contributions of the affiliate will
be for the purpose of establishing, or
providing ongoing support to, the
[offshore] pool to attract or retain non-
U.S. investors and will not be used as
a mechanism for the U.S. affiliate to
generate returns for its own
investors.’”’ 169

After considering the comments
received, the Commission is limiting the
Affiliate Contribution Exception to
initial capital contributions to an

164 Industry Group Letter, at 8.

165 Vanguard, at 3.

166 Id.

167 Industry Group Letter, at 8-9 (describing
regulatory and business reasons, such as limits on
owner concentration, investment diversification,
internal guidelines, ensuring qualified purchaser
status, or seeding a new share class for an existing
offshore pool).

168 [ndustry Group Letter, at 9.

169 Id.

offshore pool by U.S. affiliates of the
pool’s non-U.S. CPO, as proposed.
Specifically, commenters confirmed the
Commission’s preliminary belief that
affiliates commonly support offshore
pools by making capital contributions at
or near the pool’s inception to facilitate
the establishment of performance
history for solicitation purposes,
although the affiliate’s capital may
remain invested as long as the offshore
pool operates. The Commission was
clear in the 2020 Proposal that it was
comfortable excepting from regulation,
via the proposed Affiliate Contribution
Exception, those capital contributions
from a non-U.S. CPO’s U.S. affiliate to
an offshore pool that are contributed “at
or near a pool’s inception” for the
specific purposes of generating
performance history resulting from
innovative or new trading programs.170
The Commission stated that, consistent
with its authority under CEA section
4(c), the Commission intended the
proposed Affiliate Contribution
Exception to allow such non-U.S. CPOs
to test novel trading programs or
otherwise engage in proof of concept
testing in the collective investment
industry that might otherwise not be
possible due to a lack of a performance
history for the offshore pool.171
Conversely, commenters have
recommended expanding the time frame
for affiliate capital contributions to
permit them at any point during an
offshore pool’s existence, such that
affiliate contributions may be made for
a variety of reasons, other than testing
a novel trading strategy or establishing
a performance history for solicitation
purposes.1?72 Such circumstances would
permit a U.S. affiliate to provide
ongoing support to an offshore pool,
either to facilitate the offshore pool’s
ongoing operations in times of distress,
or to attract and retain participants later
in the offshore pool’s lifecycle, well
beyond its inception. The Commission
has concerns that expanding the time
frame for the Affiliate Contribution
Exception in this manner could result in
a U.S. affiliate being used by its
affiliated non-U.S. CPO to financially
support an otherwise poorly performing
or even failing offshore pool, which
could, in turn, adversely affect the
financial condition of (and potentially
result in the failure of) the U.S. affiliate,
and ultimately, cause harm to the U.S.
financial system and investors.
Moreover, the Commission believes
that it would be difficult to craft a
regulatory provision that appropriately

1702020 Proposal, 85 FR at 35826.
171 Id'
172 See, e.g., Industry Group Letter, at 8—9.

expands the time frame and/or
circumstances under which U.S.
affiliates would be permitted to make
capital contributions to an offshore
pool, without rendering the Affiliate
Contribution Exception overbroad or
impermissibly vague. As noted above,
commenters suggested rule text
requiring that, “ ‘contributions of the
affiliate will be for the purpose of
establishing, or providing ongoing
support to, the [offshore] pool to attract
or retain non-U.S. investors and will not
be used as a mechanism for the U.S.
affiliate to generate returns for its own
investors.”” 173 This suggested language,
in the Commission’s opinion, provides
such minimal limitations on the
circumstances under which a U.S.
affiliate could contribute capital to an
offshore pool (with the only prohibition
being the outright evasive generation of
profits for investors in the U.S. affiliate),
as to render the limitation meaningless
in practice. As noted above, the
Commission intended the proposed
Affiliate Contribution Exception to be
available for specific purposes related to
the start-up or inception of an offshore
pool, and to generating performance
history for its new trading program or
strategy. The Commission finds that
broadening the exception’s purpose as
suggested by commenters could result
in undue risk from offshore pools
flowing back onto U.S. shores, and thus,
to U.S. investors. Therefore, the
Commission declines to broaden the
time frame, and is adopting the Affiliate
Contribution Exception as proposed,
with the limitation to initial capital
contributions by U.S. affiliates.174

The Industry Groups also suggested
that the Commission consider clarifying
that, for purposes of the 3.10
Exemption, including the Affiliate
Contribution Exception, when the
Commission or one of its regulations
refers to a “pool,” it should generally be
construed as also referring to series, sub-
funds, and/or segregated portfolios of
business organizations that provide
statutory ring-fencing of assets and
liabilities for each series, sub-fund, or
segregated portfolio.?”5 The Commission
notes that the 2020 Proposal did not

173 Id

174 Any non-U.S. CPO contemplating accepting
additional capital contributions for an offshore pool
from one or more of its U.S. affiliates outside the
period of initial capitalization would have to
separately qualify for, rely upon, or claim other
relief from registration as a CPO with the
Commission. Any such investment would not be
eligible for this Affiliate Contribution Exception.

175 Industry Group Letter, at 11, n. 25 (noting that,
despite the different terminology between domestic
series trusts and ‘‘segregated portfolios,” the latter
is an analogous corporate structure frequently used
in jurisdictions outside of the United States).
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address the treatment of series, sub-
funds, and/or segregated portfolios of
structures that provide limited liability
amongst such subdivisions.
Furthermore, the Commission notes
that, to date, it has not revised the
definition of the term “pool” in
Commission regulation 4.10(d) to
recognize such subdivisions as
individual pools, nor did the
Commission propose such amendment
in the 2020 Proposal.176 Finally, given
that the term “pool” is used throughout
the Commission’s regulations, the
Commission believes that it would be
more appropriate to address the issue of
how a pool may be organized more
globally within its regulations, which it
is unable to accomplish through this
Final Rule.1?7 Therefore, the
Commission is not adopting a definition
of “pool” for purposes of the 3.10
Exemption.

3. Additional Anti-Evasion Conditions:
The Marketing Prohibition and
Prohibiting “Bad Actor”” U.S. Affiliates

The Commission acknowledged in the
2020 Proposal that the proposed
Affiliate Contribution Exception could
result in evasion of the Commission’s
regulations generally with respect to
offshore pools.178 As an example, the
Commission described a situation where
a U.S. controlling affiliate could invest
in its affiliated non-U.S. CPO’s offshore
commodity pool, and then solicit
persons located in the United States for
investment in the U.S. controlling
affiliate, in an effort to provide such
U.S. investors with indirect exposure to
the offshore pool.179 The Commission
then stated its preliminary belief that,
under those circumstances, the
Commission would consider such
practices as constituting evasion of the
Commission’s CPO regulations, and
would thus render the non-U.S. CPO
ineligible for the 3.10 Exemption.180
The Commission therefore proposed an
“anti-evasion” requirement in the
Affiliate Contribution Exception that,
interests in the U.S. controlling affiliate
are not marketed as providing access to
trading in commodity interest markets

176 17 CFR 4.10(d)(1) (defining “pool” as any
investment trust, syndicate or similar form of
enterprise operated for the purpose of trading
commodity interests).

177 See Administrative Procedure Act, Public Law
404, 60 Stat. 237, ch. 324, sections 1-12 (1946)
(APA); codified by Public Law 89-554 (1966) at 5
U.S.C. 551-559, 701-706, 1305, 3105, 3344, 5372,
7521 (2011). Specifically, see APA, 5 U.S.C. 553(b).

178 2020 Proposal, 85 FR at 35826.

179]1d.

180 Id‘

in the United States, its territories or
possessions.181

In the 2020 Proposal, the Commission
further stated its preliminary belief that
U.S. controlling affiliates who are barred
from participating in the U.S.
commodity interest markets should not
be permitted to utilize the Affiliate
Contribution Exception as a method to
gain indirect access to those markets via
an affiliated non-U.S. CPO’s offshore
pool, which would undermine the
efficacy of such a bar.182 Therefore, the
Commission also proposed to limit the
Affiliate Control Exception to U.S.
controlling affiliates, which themselves
and their principals are not subject to a
statutory disqualification, ongoing
registration suspension or bar,
prohibition on acting as a principal, or
trading ban with respect to participating
in commodity interest markets in the
United States, its territories or
possessions.183

Regarding the Commission’s concerns
about the Affiliate Contribution
Exception being used to evade other of
the Commission’s part 4 regulatory
protections, the Industry Groups
concluded that the “anti-evasion
condition of the [2020] Proposal,”
prohibiting the marketing of interests in
the U.S. affiliate as providing access to
trading in U.S. commodity interest
markets, addresses this concern and ““is
well-tailored to achieve its purpose.” 184
The Industry Groups did suggest,
however, that the Commission could
also “specify in the rule text, or in the
final adopting release, that only
affiliated entities, and not natural
person affiliates, are contemplated by
the [Affiliate Contribution
Exception].” 185 The Commission agrees
that it would further its intention of
limiting the Affiliate Contribution
Exception to juridical persons, rather
than natural persons, as stated in the
2020 Proposal, to specifically limit the
availability of that provision to entities,
and not natural persons, in the
regulatory text. As discussed in the 2020
Proposal, the Commission declined to
propose a limit on the time in which
capital contributions from U.S. affiliates
can remain in the offshore pool because

181 [d, at 35832 (proposing Commission regulation
3.10(c)(3)(iii)(B)). If interests in a U.S. entity
including an affiliate of a CPO are marketed to U.S.
persons as providing access to trading in
commodity interest markets outside the United
States, its territories or possessions, then that entity
may be required to register with the Commission
pursuant to Commission regulation 30.4(c). 17 CFR
30.4(c).

1822020 Proposal, 85 FR at 35826.

183 Id., at 35832 (proposing Commission regulation
3.10(c)(3)(iii)(A)).

184 Industry Group Letter, at 7.

185 Id.,

it was envisioning such contributions
deriving from entity affiliates rather
than natural persons.186 For the reasons
stated in the 2020 Proposal, the
Commission is therefore adopting, as
proposed, but with the additional
limitation suggested by commenters, the
“anti-evasion” requirement designed to
prohibit evasive conduct, in which U.S.
participant capital could be solicited for
investment in the U.S. affiliate,
providing indirect exposure to the
offshore pool.187

With respect to the proposed
condition prohibiting those U.S.
controlling affiliates that are subject to
a statutory disqualification, ongoing
registration suspension or bar,
prohibition on acting as a principal, or
trading ban with respect to participating
in commodity interest markets in the
United States from relying on the
Affiliate Contribution Exception, the
Industry Groups stated that the
proposed condition goes far beyond its
purpose as stated by the Commission.188
The Industry Groups explained that the
“regulatory purpose is to keep out
affiliates that are barred from
participating in the U.S. commodity
interest markets,”” but the proposed
condition “applies to the vague and far
broader universe of persons that are
‘subject to a statutory
disqualification.””” 189 Consequently, the
Industry Groups recommended that the
Commission remove any reference to
statutory disqualification in this
provision, for the purpose of eliminating
confusion, and that the Commission
focus this condition on prohibiting
“entities that are in fact barred from
participating in the U.S. commodity
interest markets,” from utilizing the
Affiliate Contribution Exception.190

The Commission agrees that including
statutory disqualifications in this
provision does not further its goal of
mitigating the risk that persons no
longer permitted to participate in the
U.S. commodity interest markets
directly use the Affiliate Contribution
Exception to access such markets
through indirect means. The
Commission notes that the issue of
statutory disqualifications is related to
registration with the Commission and
generally concerns judgments regarding
fitness to intermediate transactions on
behalf of third parties.191 Those
concerns are not present in the context

186 2020 Proposal, 85 FR at 35825.

187 See infra new Commission regulation
3.10(c)(5)(1)(C).

188 Industry Group Letter, at 10.

189 Id‘

190 [d.

191 See 7 U.S.C. 12a(2) and 12a(3).
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of the Affiliate Contribution Exception,
where the Commission is more focused
on foreclosing a potential loophole that
could permit persons that are barred or
prohibited from trading in the U.S.
commodity interest markets to do so
indirectly via offshore pool investments.
Therefore, in response to commenters
and to more clearly tailor this provision
to the rationale the Commission
articulated in the 2020 Proposal, the
Commission is adopting the Affiliate
Contribution Exception with the
condition that the affiliate and its
principals are not barred or suspended
from participating in commodity
interest markets in the United States, its
territories or possessions.!92

4. Analysis Under Section 4(c) of the
Act

Consistent with its authority under
section 4(c) of the Act, the Commission
concludes that providing the Affiliate
Contribution Exception, subject to the
conditions included in the Final Rule as
detailed above, could result in increased
economic or financial innovation by
non-U.S. CPOs and their offshore pools
participating in the U.S. commodity
interest markets. The persons involved
in the transactions subject to the
exemptive relief provided herein are
“appropriate persons,” as discussed in
the 2020 Proposal, because the term
“appropriate person” as used in CEA
section 4(c) includes a commodity pool
formed or operated by a person subject
to regulation under the Act.193 The
Commission has previously interpreted
the clause “subject to regulation under
the Act” as including persons who are
exempt from registration or excluded
from the definition of a registration
category.194 The Commission continues
to believe that enabling U.S. affiliates to
provide initial capital to offshore pools
operated by affiliated non-U.S. CPOs
could provide such non-U.S. CPOs with
the ability to test novel trading
programs, or otherwise engage in proof
of concept testing with respect to
innovations in the collective investment
industry that might otherwise not be
possible, due to a lack of a performance
history for the offered pool.

Additionally, the adoption of the
Affiliate Contribution Exception will
not have a material adverse effect on the

192 See infra new Commission regulation
3.10(c)(5)(i1)(B).

1937 U.S.C. 6(c)(3)(E).

19477 FR at 30655 (finding, in the context of the
eligible contract participant definition, that
construing the phrase “formed and operated by a
person subject to regulation under the [CEA]” to
refer to a person excluded from the CPO definition,
registered as a CPO or properly exempt from CPO
registration appropriately reflects Congressional
intent).

ability of the Commission to discharge
its regulatory duties under the CEA. The
U.S. affiliates contributing initial capital
to offshore pools operated by their
affiliated non-U.S. CPO will typically
have access to the information and
disclosures necessary for such U.S.
affiliate to independently evaluate the
propriety of its contribution to a specific
offshore pool, absent the protections
typically provided by part 4 of the
Commission’s regulations. Based on its
analysis above, the Commission
concludes that the contributions subject
to the Affiliate Contribution Exception
are distinguishable from offshore pool
contributions sourced from the general
public in the United States that
otherwise make such offshore pool
ineligible for the 3.10 Exemption. Also,
pursuant to CEA section 4(d), the
Commission expressly retains the
statutory authority to conduct
investigations in order to determine
compliance with the requirements or
conditions of such exemption, or to take
enforcement action for any violation of
any provision of the CEA or any rule,
regulation, or order thereunder caused
by the failure to comply with or satisfy
such conditions or requirements,
notwithstanding this amendment.195
Further, the Commission retains the
authority to take enforcement action
against any non-U.S. CPO claiming the
3.10 Exemption based on its activities
within the U.S. commodity interest
markets, and nothing in the Final Rule,
including the adoption of the Affiliate
Contribution Exception, negatively
affects or restricts the Commission’s
statutory and regulatory authority
applicable to the commodity pool and
intermediary activities of a non-U.S.
CPO involving persons located in the
United States. For the reasons stated in
the 2020 Proposal and the analysis
provided in this Final Rule, the
Commission concludes that it is
appropriate to provide the Affiliate
Contribution Exception from the U.S.
participant prohibition in the 3.10
Exemption, pursuant to section 4(c) of
the Act.

G. Additional Relief for Commodity
Trading Advisors

The Industry Groups recommended
that the Commission adopt relief for
non-U.S. CTAs, substantially similar to
that proposed for non-U.S. CPOs in the
2020 Proposal, because, they argued,
“[t]he regulatory goals in the 2020
Release apply equally to CTAs.”” 196
Specifically, the Industry Groups
requested that the Commission amend

1957 U.S.C. 6(d).
196 Industry Group Letter, at 13.

Commission regulation 3.10(c) to
“permit non-U.S. CTAs to claim the
relief under Commission regulation
3.10(c) on an account-by-account basis

. . and [to] simultaneously rely on
registration or other exemptions or
exclusions for CTA activities on behalf
of U.S. investors, in the same manner as
the proposed amendments provide for
CPOs.” 197 They argued that this
amendment would also make it clear
that a non-U.S. CTA providing advice to
an offshore pool operated pursuant to
the 3.10 Exemption would be eligible
for relief from registration with the
Commission.198 In support of their
arguments, the Industry Groups cited
multiple instances of the Commission
and its staff historically permitting the
“stacking” of statutory and regulatory
exemptions with registration for CTAs,
and stated that “‘the Commission’s focus
on [commodity trading] advice to U.S.
investors [is] well established in the
Commission’s regulatory
framework.” 199

Despite these comments, the
Commission is not adopting the
suggested amendments to Commission
regulation 3.10(c) regarding the
activities of non-U.S. CTAs. The 2020
Proposal, which dealt primarily with
amendments impacting the operations
of CPOs, did not contemplate or discuss
any such comparable modifications to
Commission regulation 3.10(c) with
respect to the activities of non-U.S.
CTAs on behalf of foreign located
persons.200 The 2020 Proposal also did
not query whether the amendments
impacting non-U.S. CPOs and their
offshore pools should likewise be
extended to include any of the activities
of non-U.S. CTAs; nor did it address or
consider the regulatory impact, positive
or negative, such policy choices could
have on the Commission’s regulatory
program for CTAs. Under these
circumstances, the Commission does
not believe that the public would have
had sufficient notice regarding the issue
of adopting parallel provisions for non-
U.S. CTAs, such that the public could
provide meaningful comment as
required by the Administrative
Procedure Act.201 Therefore, the

197 Id‘

198 Id'

1991d. at 13-14.

200 The Commission is adopting as final herein
other amendments to Commission regulation
3.10(c) applicable to non-U.S. CTAs consistent with
the 2016 Proposal. The Commission notes that
those amendments broadly applied to non-U.S. IBs,
non-U.S. CPOs, and non-U.S. CTAs, and did not
impact or alter the specific conditions of eligibility
for non-U.S. CTAs relying on the exemptive relief
in that regulation.

201 APA, 5 U.S.C. 553(b)—(c). The Commission
notes that it does not disagree with the Industry
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Commission declines to amend revised
Commission regulation 3.10(c)(4) in a
manner that would substantively alter
or change the relief currently provided
by that regulation to qualifying non-U.S.
CTAs.

H. Reorganization of Commission
Regulation 3.10(c)

As recognized by certain commenters,
and as mentioned above, adopting the
Final Rule as proposed in both the 2020
Proposal and the 2016 Proposal requires
modification of the rule text as
presented in each proposal. Thus, the
Final Rule reorganizes that provision to
accommodate the adopted changes and
to increase the regulation’s overall
readability and clarity. Other than the
changes specifically explained in this
adopting release, this reorganization is
not intended to make substantive
changes to the regulatory obligations of
any affected market participant.

Commission regulation 3.10(c), as
adopted in the Final Rule, is
reorganized. New paragraph 3.10(c)(1)
now provides certain definitions of
terms that are used throughout the
remainder of paragraph (c), including:
“covered transaction,” defined to mean
a commodity interest 202 transaction
executed bilaterally or made on or
subject to the rules of any DCM or
registered SEF; ““foreign located
person,” defined to mean a person
located outside the United States, its
territories, or possessions; and
“international financial institution,” the
definition of which is discussed above
in section IL.B.3. The remainder of
paragraph (c) is organized so that its
enumerated sub-paragraphs refer to
registration exemptions available to
each type of intermediary. Thus, new
paragraph 3.10(c)(2) sets forth
exemptions applicable to market
participants engaged in the activities of
an FCM; new paragraph 3.10(c)(3) sets
forth exemptions applicable to those
persons engaged in the activities of an
IB; new paragraph 3.10(c)(4) refers to an
exemption for CTAs; and new paragraph
3.10(c)(5) provides an exemption for
CPOs, and contains the conditions
thereto and related provisions discussed

Groups’ characterization of the Commission’s or its
staff’s past positions with respect to the “stacking”
of statutory and/or regulatory exemptions from CTA
registration, or their combination with registration
as such, being permissible. The Commission is,
however, declining to adopt in revised Commission
regulation 3.10(c)(4) relief for non-U.S. CTAs,
comparable to that adopted herein for non-U.S.
CPOs, without a prior published rulemaking
proposal raising, addressing, and soliciting public
comment on that specific policy question.

202 “Commodity interest” is defined in
Commission regulation 1.3. 17 CFR 1.3, commodity
interest.

above. Finally, new paragraph 3.10(c)(6)
contains the rule text previously
presented in Commission regulation
3.10(c)(5).

I1I. Related Matters

A. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
requires Federal agencies, when
promulgating regulations, to consider
whether the rules they propose will
have a significant economic impact on
a substantial number of small entities. If
the rules are determined to have a
significant economic impact, such
agencies must provide a regulatory
flexibility analysis regarding such
economic impact. Each Federal agency
is required to conduct an initial and
final regulatory flexibility analysis for
each rule of general applicability for
which the agency issues a general notice
of proposed rulemaking.203

The Final Rule adopted by the
Commission today would affect FCMs,
IBs, CTAs, and CPOs. The Commission
has established certain definitions of
“small entities” to be used by the
Commission in evaluating the impact of
its rules on such entities in accordance
with the requirements of the RFA.204
The Commission has previously
determined that FCMs are not small
entities for purposes of the RFA.
Therefore, the RFA does not apply to
FCMs. 205

With respect to CPOs, the
Commission previously has determined
that a CPO is a small entity for purposes
of the RFA, if it meets the criteria for an
exemption from registration under
Commission regulation 4.13(a)(2).206
With respect to small CPOs operating
pursuant to Commission regulation
4.13(a)(2), the Commission has
concluded that, should the amendments
to the 3.10 Exemption be adopted as
final, certain of those small CPOs may
choose to operate additional pools
outside the United States, which could
provide additional opportunities to
develop their operations not currently
available to them.207 The Commission
notes, however, that such small CPOs

2035 U.S.C. 601, et seq.

204 See, e.g., Policy Statement and Establishment
of Definitions of ““Small Entities” for Purposes of
the Regulatory Flexibility Act, 47 FR 18618, 18620
(Apr. 30, 1982).

205 Id

206 Id, at 18619—20. Commission regulation
4.13(a)(2) exempts a person from registration as a
CPO when: (1) None of the pools operated by that
person has more than 15 participants at any time,
and (2) when excluding certain sources of funding,
the total gross capital contributions the person
receives for units of participation in all of the pools
it operates or intends to operate do not, in the
aggregate, exceed $400,000. 17 CFR 4.13(a)(2).

207 2020 Proposal, 85 FR at 35827.

would remain subject to the total
limitations on aggregate gross capital
contributions and pool participants set
forth in Commission regulation
4.13(a)(2) because that exemption is
based on the entirety of the CPO’s pool
operations. Because investment vehicles
operated under the 3.10 Exemption
remain commodity pools under the
CEA, the Commission does not believe
that the Final Rule will result in a
significant economic impact on a
substantial number of small CPOs.
Further, the Commission notes that the
Final Rule would impose no new
obligation, significant or otherwise, on
any affected small CPO. Accordingly,
the Chairman, on behalf of the
Commission, hereby certifies pursuant
to 5 U.S.C. 605(b) that the Final Rule
will not have a significant impact on a
substantial number of small entities
with respect to CPOs.

With respect to CTAs and IBs, the
Commission has found it appropriate to
consider whether such registrants
should be deemed small entities for
purposes of the RFA on a case-by-case
basis, in the context of the particular
Commission regulation at issue.2098 As
certain of these registrants may be small
entities for purposes of the RFA, the
Commission considered whether these
amendments would have a significant
economic impact on such registrants.209
By combining amendments from the
2016 and 2020 Proposals, the Final Rule
will clarify in what circumstances
certain foreign located persons acting in
the capacity of an IB or CTA are exempt
from registration under Commission
regulation 3.10(c), in connection with
commodity interest transactions solely
on behalf of other foreign located
persons. The Final Rule thus would not
impose any new burdens on these
market participants. Rather, to the
extent that the Final Rule provides an
exemption from generally required
intermediary registration, the
Commission believes it is reasonable to
infer that operating pursuant to the
exemption, as amended by the Final
Rule, will be less burdensome to such
participants. The Commission does not,
therefore, expect IBs or CTAs that are
small entities to incur any additional
costs as a result of the Final Rule
amendments. Accordingly, the
Chairman, on behalf of the Commission,
hereby certifies pursuant to 5 U.S.C.
605(b) that the Final Rule will not have

208 See 47 FR at 18620 (CTAs); and Introducing
Brokers and Associated Persons of Introducing
Brokers, Commodity Trading Advisors and
Commodity Pool Operators; Registration and Other
Regulatory Requirements, 48 FR 35248, 35276 (Aug.
3,1983) (IBs).

2092016 Proposal, 81 FR at 51826.
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a significant impact on a substantial
number of small entities with respect to
IBs and CTAs.

B. Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(PRA) imposes certain requirements on
Federal agencies, including the
Commission, in connection with their
conducting or sponsoring any collection
of information, as defined by the
PRA.210 An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a currently valid
control number. In the 2020 Proposal,
the Commission preliminarily
determined that the proposed
amendments, if adopted, would not
impose any new recordkeeping or
information collection requirements, or
other collections of information that
require approval of the Office of
Management and Budget (OMB) under
the PRA.211

The Commission invited the public
and other interested parties to comment
on any aspect of the information
collection requirements discussed in the
2020 Proposal.212 The Commission did
not receive any such comments. The
Commission similarly invited the public
and other interested parties to comment
on any aspect of the reporting burdens
under the 2016 Proposal,213 but also did
not receive any such comments.
Therefore, the Commission concludes
that the Final Rule, by adopting
amendments to Commission regulation
3.10(c) derived from both the 2016
Proposal and the 2020 Proposal, does
not impose any new recordkeeping or
information collection requirements, or
other collections of information that
require OMB approval under the PRA.

C. Cost-Benefit Considerations

Section 15(a) of the Act requires the
Commission to consider the costs and
benefits of its actions before issuing new
regulations under the CEA.214 Section
15(a) of the Act further specifies that the
costs and benefits shall be evaluated in
light of five broad areas of market and
public concern: (1) Protection of market
participants and the public; (2)
efficiency, competitiveness and
financial integrity of the futures
markets; (3) price discovery; (4) sound
risk management practices; and (5) other
public interest considerations. The
Commission may, in its discretion, give
greater weight to any of the five

21044 U.S.C. 3501, et seq.
2112020 Proposal, 85 FR at 35827.
212 Id‘

2132016 Proposal, 81 FR at 51827.
2147 U.S.C. 19(a).

enumerated areas of concern, and may,
in its discretion, determine that,
notwithstanding its costs, a particular
rule is necessary or appropriate to
protect the public interest, or to
effectuate any of the provisions or to
accomplish any of the purposes of the
CEA. The Commission invited public
comment on the cost-benefit
considerations in both the 2016 and
2020 Proposals, but received no
comments on those analyses.215

As discussed above, pursuant to the
2016 Proposal, the Commission
proposed to amend Commission
regulations 3.10(c)(2) and (c)(3) to revise
the conditions under which those
exemptions from registration would
apply. Specifically, the 2016 Proposal
would permit a Foreign Intermediary to
be eligible for an exemption from
registration, if the Foreign Intermediary,
in connection with a commodity
interest transaction, only acts on behalf
of (1) foreign located persons, or (2) IFIs,
without regard to whether such persons
or institutions clear such commodity
interest transaction.216 The Final Rule
adopts the exemptions as proposed in
the 2016 Proposal, but clarifies that
commodity interest transactions effected
by Foreign Intermediaries on behalf of
foreign located persons that are required
or intended to be cleared on a registered
DCO, must be cleared through a
registered FCM, unless the foreign
located person is a clearing member of
the DCO (and thus may clear for
itself).217

As described above, the Commission
is adopting several amendments to
Commission regulation 3.10(c).
Specifically, the Commission is
amending the 3.10 Exemption such that
non-U.S. CPOs may rely on that relief
on a pool-by-pool basis through new
Commission regulation 3.10(c)(5)(i).
Next, new Commission regulation
3.10(c)(5)(ii) contains the finalized
Affiliate Contribution Exception, which
makes it clear that a non-U.S. CPO’s
eligibility for the 3.10 Exemption is
unaffected by initial capital
contributions from a U.S. affiliate of the
non-U.S. CPO to the non-U.S. CPO’s
offshore pools, provided certain
conditions are met. The Commission is
also adding new Commission regulation
3.10(c)(5)(iii), which establishes a
conditional safe harbor permitting non-
U.S. CPOs, who cannot represent with
absolute certainty that there are no U.S.
participants in their offshore pools, to
nonetheless utilize the 3.10 Exemption

2152016 Proposal, 81 FR at 51827; 2020 Proposal,
85 FR at 35827.

216 2016 Proposal, 81 FR at 51826.

217 See supra pt. 11.B.3.

for those offshore pools. Finally, the
Commission is adopting Commission
regulation 3.10(c)(5)(iv), which
explicitly permits a non-U.S. CPO
utilizing the 3.10 Exemption for one or
more offshore pools to register as a CPO,
claim an available exemption from CPO
registration, claim an exclusion from the
CPO definition, or claim other available
relief from CPO regulation, with respect
to other pools it operates. These
regulatory amendments adopted by the
Final Rule grant non-U.S. CPOs relief
that will likely generate costs and
benefits. The baseline against which
these costs and benefits are compared is
the regulatory status quo set forth in
current Commission regulation
3.10(c)(3).

The consideration of costs and
benefits below is based on the
understanding that the markets function
internationally, with many transactions
involving U.S. firms taking place across
international boundaries; with some
Commission registrants being organized
outside of the United States; with some
leading industry members typically
conducting operations both within and
outside the United States; and with
industry members commonly following
substantially similar business practices
wherever located. Where the
Commission does not specifically refer
to matters of location, the discussion of
costs and benefits below refers to the
effects of this proposal on all activity
subject to the proposed amended
regulations, whether by virtue of the
activity’s physical location in the
United States or by virtue of the
activity’s connection with activities in
or effect on U.S. commerce under CEA
section 2(i).218

1. Costs and Benefits Related to
Finalizing the 2016 Proposal

Pursuant to the Final Rule, the
Commission has recognized that not all
commodity interest transactions are
required to be cleared.219 This aspect of
the Final Rule should provide the
benefit of reducing inefficiencies in the
commodity interest activities of foreign
located persons by eliminating
confusion over whether the relevant
exemption from registration is
dependent on clearing commodity
interest transactions through a
registered FCM. With respect to
commodity interest transactions that are
required or intended to be cleared by a
registered DCO, the Final Rule should
provide the benefit of increased market
efficiency by clearly delineating that
such transactions must be cleared

2187 1U.S.C. 2(i).
219 See supra pt. 11.B.3.
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through a registered FCM, unless the
Foreign Intermediary’s customer is a
member of the DCO (and thus, may clear
for itself). The Commission further
believes that the legal certainty
provided by this aspect of the Final Rule
may increase participation in the U.S.
commodity interest markets by foreign
located persons, and thus, ensure
greater depth in such markets accessed
by U.S. persons. The Commission has
not identified any additional costs
attributable to this aspect of the Final
Rule.

2. Commission Regulation 3.10(c)(5)(i):
Claiming the 3.10 Exemption on a Pool-
by-Pool Basis

Pursuant to the Final Rule, a non-U.S.
CPO will be able to claim the 3.10
Exemption with respect to its qualifying
offshore pools, while registering as a
CPO or claiming another CPO
exemption or exclusion for its other
pools that do not qualify for the 3.10
Exemption because they are either
domiciled in the U.S., or they solicit
and/or accept as participants persons
located within the United States. Absent
this amendment, such non-U.S. CPOs
face some costs and compliance burdens
associated with the operation of their
offshore pools,22° despite the
Commission’s historical focus on
prioritizing customer protection with
respect to persons located in the United
States. For example, certain registered
U.S. and non-U.S. CPOs file self-
executing notices pursuant to Advisory
18-96 with respect to their offshore
pools. The Advisory provides
compliance relief with respect to all of
the pool-based disclosures required
under the Commission’s regulations, as
well as many of the reporting and
recordkeeping obligations that
otherwise would apply to registered
CPOs, with the exception of the
requirement to file Form CPO-PQR
under Commission regulation 4.27.221
The relief pursuant to Advisory 18-96
also allows qualifying, registered U.S.
CPOs to maintain their offshore pool’s
original books and records at its offshore
location, rather than at the CPO’s main
business office in the United States.222

Currently, based on the notices filed
pursuant to Advisory 18-96, the
Commission is aware of 23 non-U.S.
CPOs that operate 84 offshore pools and
20 U.S. CPOs that operate 88 offshore
pools. In total, 43 CPOs file Advisory
18-96 notices. However, the

220 Such costs vary widely because certain
registered CPOs may be eligible for significant
compliance relief for their pools pursuant to
Advisory 18-96.

221 Advisory 18-96, at 1-2.

222 Id‘

Commission believes that there are
likely a number of registered non-U.S.
CPOs that do not list their offshore
pools with the Commission, and
therefore, do not claim relief under
Advisory 18-96. Although these notices
must be filed by hardcopy, the
Commission believes the administrative
costs are low.223 CPOs must employ at
least one employee to manage and file
the one-time notice under Advisory 18—
96. For a notice under Advisory 18-96
to be effective, the CPO must provide,
among other things, business-
identifying and contact information;
representations that the CPO and its
principals are not statutorily
disqualified; enumerated rules from
which the CPO seeks relief; and contact
information for person(s) who will
maintain the offshore books and
records.224

Pursuant to the Final Rule, the current
23 registered non-U.S. CPOs that file
Advisory 18-96 notices will be able to
delist their offshore pools and no longer
file Advisory 18—96 notices claiming
relief for the 84 offshore pools. Upon
delisting such pools, those registered
non-U.S. CPOs would no longer have to
include their offshore pools in their
Form CPO-PQR filings, which will
result in a relatively substantial cost
savings for those non-U.S. CPOs and
their offshore pool operations. The 20
U.S. CPOs, however, currently claiming
relief under Advisory 18-96 will
continue to do so because they remain
ineligible for the 3.10 Exemption, due to
their location in the United States, and
as such, are not directly impacted by the
Final Rule.

Currently, any registered CPO may
avoid the requirement to list its offshore
pools with the Commission by
establishing a separate, foreign-
domiciled non-U.S. CPO for all of the
operated offshore pools qualifying for
the 3.10 Exemption. The Commission
believes that the Final Rule will
effectively eliminate this incentive to
establish a separately organized CPO
solely for the purpose of operating
offshore pools that qualify for the 3.10
Exemption. The costs associated with
establishing a non-U.S. CPO vary,
depending on the operating size and
structure of the registered CPO and its
pools, and the jurisdiction where the
non-U.S. CPO is formed. For instance,
these incentives to establish additional

223 Exemptions Available to CPOs, NFA, available
at https://www.nfa.futures.org/members/cpo/cpo-
exemptions.html (noting that, while CPOs must
generally claim exemptions electronically through
NFA’s Exemption System, “[e]xemptions pursuant
to CFTC Advisory No. 18-96 must be filed with
NFA in hardcopy”).

224 Advisory 18-96, at 1.

CPOs may be affected by the financial
outlay required to establish foreign-
domiciled CPOs given that set-up costs,
e.g., costs to pay staff and experts;
expenses for business licenses and
registrations; costs to draft operational
and disclosure documents; fees to
establish technological services, would
be expected to vary by jurisdiction.
Therefore, although the Commission
believes that there are costs associated
with establishing a separate, foreign-
domiciled non-U.S. CPO, the
Commission finds that such costs may
vary widely and are highly dependent
on the organization and footprint of the
registered CPO and its operated pools,
as well as the relevant jurisdiction
where the additional non-U.S. CPO
would be formed.

The Commission believes, however,
that permitting non-U.S. CPOs to claim
the 3.10 Exemption on a pool-by-pool
basis pursuant to the Final Rule will
likely result in CPO complexes
generally saving the costs associated
with forming and maintaining separate
CPOs to operate the other pools in its
structure, thereby reducing unnecessary
complexity in overall corporate
structure and pool operations.
Amending the 3.10 Exemption such that
non-U.S. CPOs may claim the
exemption on a pool-by-pool basis, the
Commission believes, will eliminate a
large portion of the compliance costs
associated with CFTC-registered, non-
U.S. CPOs’ offshore pool operations,
which, by their very characteristics,
implicate fewer of the Commission’s
regulatory interests.225 The Commission
notes that this reduction only relates to
U.S. compliance costs, as the Final Rule
has no impact on the costs non-U.S.
CPOs incur related to foreign regulatory
regimes. As mentioned above, the
Commission concludes that targeting its
CPO oversight in this manner
appropriately recognizes the
increasingly global nature of the asset
management industry.

The Commission also does not
anticipate that non-U.S. CPOs will
experience any increased costs
associated with claiming the 3.10
Exemption on a pool-by-pool basis. The
3.10 Exemption has never required a
filing or notice to claim the relief it
provides, and that remains true under
the Final Rule. Prior to the Final Rule,
the terms of the 3.10 Exemption
required a non-U.S. CPO to
continuously monitor the operations of
its offshore pools to ensure that they are
neither offered nor sold to any
participants located in the United
States. Under the terms of the Final

225 See supra I1.C.
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Rule, and with the exception of the safe
harbor discussed below, the 3.10
Exemption will continue to require such
non-U.S. CPOs to monitor their offshore
pool operations to ensure compliance
with the 3.10 Exemption, as amended
by the Final Rule.

The Commission believes that the
Final Rule may result in some loss of
information available to the public,
specifically regarding offshore pools
operated by registered non-U.S. CPOs,
because such offshore pools will no
longer be required to be listed with the
Commission. Consequently, the offshore
pools’ existence and identifying
information will no longer be publicly
disclosed on NFA’s BASIC database,
once the non-U.S. CPO claims the 3.10
Exemption for such offshore pools. The
Commission concludes that this loss of
information will likely have a minimal
practical effect on the investing public
because persons located within the
United States are typically not
permitted by non-U.S. CPOs to
participate in offshore pools, consistent
with the conditions of the 3.10
Exemption, as amended by the Final
Rule.

3. Commission Regulation 3.10(c)(5)(iii):
Providing a Safe Harbor for Non-U.S.
CPOs Whose Offshore Pools May Have
Inadvertent U.S. Participants

As explained previously, the
Commission is adopting Commission
regulation 3.10(c)(5)(iii), which
establishes a safe harbor for those non-
U.S. CPOs, who, due to the structure of
their offshore pools, cannot represent
with absolute certainty that there are no
U.S. participants; the safe harbor
requires that such non-U.S. CPOs take
specifically enumerated actions to
minimize the possibility that U.S.
persons are participating in the offshore
pool.226 Commission regulation
3.10(c)(5)(iii), as adopted, benefits non-
U.S. CPOs by making the registration
relief provided under the 3.10
Exemption more widely available and
by recognizing the informational
limitations inherent in certain pool
structures. Therefore, the Commission
believes that this safe harbor could
result in more non-U.S. CPOs relying
upon the 3.10 Exemption with respect
to more offshore pools. At this time, the
Commission lacks sufficient information
to estimate or quantify the number of
non-U.S. CPOs and offshore pools that
may claim relief under Commission
regulation 3.10(c)(5)(iii), because the
Commission does not currently receive
the information necessary to determine

226 See infra new Commission regulation
3.10(c)(5)(iii)(A)—(F).

which offshore pools currently listed
with the Commission are offered and
sold solely to offshore participants, and
what subset of those pools may have
participation units traded in the
secondary market. Given, however, that
exchange-traded commodity pools
currently comprise less than 1% of the
total number of pools listed with the
Commission, the Commission believes,
it is reasonable to estimate the number
of offshore pools operated in a similar
manner to be equally small.

The Commission believes that non-
U.S. CPOs that would be eligible for
registration relief under the safe harbor
in Commission regulation 3.10(c)(5)(iii)
will avail themselves of that relief. This
could result in the Commission
receiving less information regarding the
operation of such offshore pools. As
noted above, the Commission believes
that the amount of information lost as a
result of the deregistration of such non-
U.S. CPOs and associated delisting of
their eligible offshore pools would be
minimal, due to the expected small
number of qualifying non-U.S. CPOs
and offshore pools, relative to the total
population of registered CPOs and listed
pools.

The Commission also anticipates that
there may be some inadvertent U.S.
participants in offshore pools, who
would lose the customer protections
afforded by part 4 of the Commission’s
regulations, should a non-U.S. CPO
decide to delist its offshore pools and
claim relief under the 3.10 Exemption in
reliance on this safe harbor. The
Commission believes that its
enumerated conditions, however,
should result in a small number of U.S.
participants being impacted. Moreover,
the Commission believes that such U.S.
participants, to the extent that they are
aware that they are participating in what
is known to be an offshore pool through
the purchase of units sold in an offshore
secondary market, may not expect to
benefit from the customer protection
provisions in part 4 of the Commission’s
regulations, but would instead expect to
rely upon the regulatory protections of
the offshore pool’s home jurisdiction.

4. Commission Regulation 3.10(c)(5)(iv):
Utilizing the 3.10 Exemption
Concurrent With Other Available
Exclusions and Exemptions

As explained above, the Commission
is also adding Commission regulation
3.10(c)(5)(iv), such that non-U.S. CPOs
may rely upon the 3.10 Exemption
concurrent with other exemptions and
exclusions, or, alternatively, CPO
registration. The Commission believes
that Commission regulation
3.10(c)(5)(iv) therefore benefits non-U.S.

CPOs due to its consistent treatment of
CPOs of pools that are operated in a
substantively identical manner,
regardless of where the CPO is based.
The Commission also anticipates that
this amendment will benefit the non-
U.S. CPO industry generally by
providing regulatory certainty with
respect to the ability of all non-U.S.
CPOs to simultaneously rely upon the
3.10 Exemption and other applicable
exclusions and exemptions under the
Commission’s regulations. This
amendment is consistent with other
provisions of the Commission’s CPO
regulatory program, where the
Commission explicitly permits CPOs to
claim more than one type of exemption
or exclusion, or to register with respect
to the variety of commodity pools that
they operate.227

The Commission further believes that
by clarifying the permissibility of using
Commission regulation 4.13
exemptions, for example, in conjunction
with the 3.10 Exemption, non-U.S.
CPOs may be more likely to claim the
relief under Commission regulation 4.13
for their pools that limit their
commodity interest exposure to a de
minimis amount, rather than registering
and listing those pools. The
Commission concludes that clearly
establishing the availability of other
exemptions and exclusions, or
alternatively, registration with respect to
the operation of certain pools offered or
sold to persons within the United
States, will further enable the
Commission to more efficiently deploy
its resources in the oversight of CPOs
and commodity pools that it has
determined more fully implicate its
regulatory concerns and interests under
the CEA.

If more non-U.S. CPOs claim
exemptions under Commission
regulation 4.13(a)(3), for example, for
some of their U.S. facing pools as a
result of the 2020 Proposal, this could
result in pools that were previously
listed and associated with a CPO
registration being delisted. Under these
circumstances, the Commission would,
as a result, no longer receive financial
reporting with respect to those pools,
including on Form CPO-PQR. Because
these commodity pools would, in fact,
already be operated consistent with an
existing exemption or exclusion, and
because the Commission has previously
determined that pools operated in such
a manner generally do not require a
registered CPO, the Commission
concludes that any resulting loss of
insight into such pools and their CPOs
is consistent with the Commission’s

227 See, e.g., 17 CFR 4.13(e)(2) and 4.13(f).
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overall regulatory policy, and therefore,
will likely have minimal negative
impact on the public.228

5. Commission Regulation 3.10(c)(5)(ii):
The Affiliate Contribution Exception

The Commission is also adopting
amendments permitting non-U.S. CPOs
to rely upon the 3.10 Exemption for the
operation of an offshore pool, even if an
affiliate within the United States
provides initial capital for the offshore
pool, pursuant to the Affiliate
Contribution Exception. Absent the
relief provided by Commission
regulation 3.10(c)(5)(ii), a non-U.S. CPO
of an offshore pool receiving initial
capital from an affiliate within the
United States would generally be
required to register as a CPO and list
that pool with the Commission, unless
another exemption or exclusion was
available. As a registered CPO with
respect to that offshore pool, the non-
U.S. CPO would then be required to
comply with the compliance obligations
set forth in part 4 of the Commission’s
regulations.

As discussed previously, the
Commission has concluded that
participation in an offshore pool by a
U.S. affiliate does not raise the same
regulatory concerns as an investment in
the same pool by an unaffiliated
participant located within the United
States.229 In addition to the reasons
outlined above, the Commission
believes that the Affiliate Contribution
Exception will provide regulatory relief
for a small number of currently-
registered CPOs. As mentioned above,
based on the number of claims filed
under Advisory 18-96, there are 23 non-
U.S. CPOs that operate 84 offshore
commodity pools. The Commission is
unaware, however, of whether any of
the offshore pools operated by those
non-U.S. CPOs actually received initial
capital contributions from a U.S.
affiliate, in part, because the
Commission does not collect such
information. Nevertheless, because of
the small number of claims by non-U.S.
CPOs under Advisory 18-96, the
Commission believes that the number of
these CPOs that would be eligible for
relief under the Affiliate Contribution
Exception would likely be less than the
23. The Commission believes that there
may be an unknown number of
registered non-U.S. CPOs that have

228 The Commission notes that it retains special
call authority with respect to those CPOs claiming
an exemption from registration pursuant to
Commission regulation 4.13, which enables the
Commission to obtain additional information
regarding the operation of commodity pools by such
exempt CPOs. See 17 CFR 4.13(c)(iii).

229 See supra pt. IL.F.

never listed their offshore pools with
the Commission, and hence, did not
seek relief under the Advisory.
Therefore, the total number of non-U.S.
CPOs utilizing this provision could also
be higher. In addition, as a result of the
Commission being unaware of the
current number of offshore pools
operated by a non-U.S. CPO receiving
seed capital from a U.S. affiliate, it is
unable to predict how many pools will
utilize the Affiliate Contribution
Exception in the future.

The Commission also believes that the
Affiliate Contribution Exception will
result in reduced costs for non-U.S.
CPOs by removing initial capital
investments by U.S. affiliates in offshore
pools from the analysis for 3.10
Exemption eligibility, and by
eliminating any registration and
compliance costs for such pools. This
amendment will, however, result in U.S.
affiliates not being able to rely upon the
protections provided by CPO
registration and by part 4 of the
Commission’s regulations, with respect
to their initial capital investments in an
offshore pool operated by their affiliated
non-U.S. CPO.23° The Commission
believes that this loss will likely be
mitigated by a U.S. affiliate’s ability to
obtain whatever information regarding
the offshore pool a U.S. affiliate may
deem material to its investment, by
virtue of its relationship with the non-
U.S. CPO as affiliated entities.
Moreover, the Commission believes this
approach is consistent with the
Commission’s focus on protecting U.S.
investors participating in commodity
pools.

In the event a non-U.S. CPO has listed
one or more offshore pools with the
Commission due to the fact that the
offshore pool received initial capital
contributions from a U.S. affiliate, and
such non-U.S. CPO determines to delist
the offshore pool in question and
instead rely upon the 3.10 Exemption by
virtue of the Affiliate Contribution
Exception, the Commission will no
longer receive financial reporting with
respect to such offshore pool, including
on Form CPO-PQR. Because the
Commission has determined that initial
capital contributions by a U.S. affiliate
do not raise the same customer
protection concerns as capital received
from other unaffiliated U.S.
participants, however, the Commission
concludes that any loss of insight into
such offshore pools and their non-U.S.
CPOs resulting from the Affiliate

230 For example, a U.S. affiliate would not be able
to rely upon the Commission’s part 4 regulations to
require its affiliated non-U.S. CPO to provide the
affiliate with disclosures and reporting generally
mandated by those rules.

Contribution Exception is generally
consistent with the Commission’s
overall regulatory policy concerning
CPOs and commodity pools.

6. Section 15(a) Factors

a. Protection of Market Participants and
the Public

The Commission believes that the
Final Rule will not have a material
negative effect on the protection of
market participants and the public. The
Commission will continue to receive
identifying information from U.S. CPOs
operating offshore pools and pools
offered to U.S. investors. Regarding a
non-U.S. CPO whose offshore pools
receive initial capital contributions from
an affiliate in the United States, the
Commission believes that although
those offshore pools may no longer be
subject to part 4 of the Commission’s
regulations, such U.S. affiliates, by
virtue of their relationship with the non-
U.S. CPO, are generally not as
dependent upon the customer
protections provided by the
Commission’s regulations. The
Commission comes to this conclusion
on the basis of its detailed analysis
above of “affiliate” relationships
generally, finding that, where a U.S.
affiliate is controlled by, controlling, or
under common control with the non-
U.S. CPO of an offshore pool, as set
forth in Commission regulation
4.7(a)(1)(i), the U.S. affiliate typically
has access to information and
disclosures that allow it to make an
informed decision regarding its initial
capital contributions to that offshore
pool, even in the absence of express
regulatory requirements from the
Commission. The Commission also
anticipates that some U.S. participants
in offshore pools operated pursuant to
the adopted safe harbor may lose the
customer protections afforded by part 4
of the Commission’s regulations;
however, the Commission believes that
the number of impacted U.S
participants will be small, due to the
specific criteria required for reliance
upon the safe harbor and the small
number of exchange-traded commodity
pools, generally. With respect to those
aspects of the Final Rule that are
derived from the 2016 Proposal, the
Commission believes that the Final Rule
will foster the protection of market
participants and the public by providing
greater legal certainty with respect to
the commodity interest activities of
persons located outside the U.S.
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b. Efficiency, Competitiveness and
Financial Integrity of the Futures
Markets

Section 15(a)(2)(B) of the CEA
requires the Commission to evaluate the
costs and benefits of a regulation in light
of efficiency, competitiveness, and
financial integrity considerations. The
Commission believes that the Final Rule
will benefit the efficiency,
competitiveness and financial integrity
of the futures markets because, among
other things, the Final Rule will
effectively eliminate the current
incentive to establish a separately
organized CPO solely for the purpose of
operating offshore pools that qualify for
the 3.10 Exemption. As discussed
above, permitting non-U.S. CPOs to
claim the 3.10 Exemption on a pool-by-
pool basis pursuant to the Final Rule
will likely result in CPO complexes
generally saving the costs associated
with forming and maintaining separate
CPOs to operate the other pools in their
structure, thereby reducing unnecessary
complexity in overall corporate
structure and pool operations. The
Commission believes this reduction in
the complexity of CPO operations,
specifically with respect to offshore
pool operations, will positively affect
the general financial integrity of market
participants, and as discussed further
above, may lead to more pools operated
by non-U.S. CPOs being offered to U.S.
participants, increasing competition and
depth in U.S. commodity interest
markets.

Additionally, the Commission
believes that the adoption of the
Affiliate Contribution Exception, the
safe harbor, as well as the amendments
from the 2016 Proposal, by the Final
Rule clarifies Commission regulation
3.10(c), including the 3.10 Exemption,
making the provision overall easier to
understand and apply, providing
additional flexibility in light of the
increasingly global nature of the asset
management industry as a whole, and
likely, increasing the number of non-
U.S. CPOs and offshore pools able to
participate in the U.S. commodity
interest markets without additional
requirements. For these reasons, the
Commission believes the Final Rule will
have a positive impact on the efficiency,
competitiveness and financial integrity
of the futures markets, as contemplated
by CEA section 15(a)(2)(B).

c. Price Discovery

Section 15(a)(2)(C) of the CEA
requires the Commission to evaluate the
costs and benefits of a regulation in light
of price discovery considerations. The
Commission believes that the legal

certainty provided by the amendments
to the registration exemptions in the
Final Rule may increase participation in
the U.S. commodity interest markets by
foreign located persons, and thus,
ensure greater depth in such markets
accessed by persons in the U.S. Thus,
the Commission believes that the Final
Rule, in its totality, will result in deeper
commodity interest markets in the
United States, which facilitates the price
discovery function thereof.

d. Sound Risk Management Practices

Section 15(a)(2)(D) of the CEA
requires the Commission to evaluate a
regulation in light of sound risk
management practices. The Commission
believes that the Final Rule, as
specifically related to non-U.S. CPOs,
will not have a significant impact on the
practice of sound risk management
because the manner in which various
funds, operators, and advisors organize,
register, or claim relief from such
regulation has only a small influence on
how market participants manage their
risks overall. The Commission believes,
however, that the Final Rule, through
the legal certainty provided by the
amendments to these registration
exemptions may increase participation
in the U.S. commodity interest markets
by foreign located persons, and thus,
ensure greater depth in such markets
accessed by persons in the U.S. The
greater depth in such markets in turn
will facilitate sound risk management.

e. Other Public Interest Considerations

Section 15(a)(2)(E) of the CEA
requires the Commission to evaluate the
costs and benefits of a regulation in light
of other public interest considerations.
The Commission has not identified any
other public interest considerations
impacted by the Final Rule beyond
those identified as part of its analysis
supporting the Commission’s exercise of
its authority under section 4(c) of the
Act.

D. Anti-Trust Considerations

Section 15(b) of the CEA requires the
Commission to take into consideration
the public interest to be protected by the
antitrust laws and endeavor to take the
least anticompetitive means of
achieving the purposes of the CEA, in
issuing any order or adopting any
Commission rule or regulation
(including any exemption under CEA
section 4(c) or 4c(b)), or in requiring or
approving any bylaw, rule, or regulation
of a contract market or registered futures
association established pursuant to
section 17 of the CEA.231 The

2317 U.S.C. 19(b).

Commission believes that the public
interest to be protected by the antitrust
laws is generally to protect competition.
The Commission requested comment on
whether the 2016 and 2020 Proposals
implicate any other specific public
interest to be protected by the antitrust
laws, and it received no comments
addressing this issue.

The Commission has considered the
Final Rule to determine whether its
amendments are anticompetitive and
has identified no anticompetitive
effects. Because the Commission has
determined the Final Rule amendments
are not anticompetitive and have no
anticompetitive effects, the Commission
has not identified any less
anticompetitive means of achieving the
purposes of the CEA.

List of Subjects in 17 CFR Part 3

Consumer protection, Definitions,
Foreign futures, Foreign options,
Registration requirements.

For the reasons stated in the
preamble, the Commodity Futures
Trading Commission amends 17 CFR
part 3 as follows:

PART 3—REGISTRATION

m 1. The authority citation for part 3
continues to read as follows:

Authority: 5 U.S.C. 552, 552b; 7 U.S.C. 1a,
2, 6a, 6b, 6b—1, 6¢, 6d, 6¢, 6f, 6g, 6h, 61, 6k,
6m, 6n, 60, 6p, 6s, 8, 9, 9a, 12, 12a, 13b, 13c,
16a, 18, 19, 21, and 23.

m 2.In § 3.10, revise paragraph (c) to
read as follows:

§3.10 Registration of futures commission
merchants, retail foreign exchange dealers,
introducing brokers, commodity trading
advisors, commodity pool operators, swap
dealers, major swap participants, and
leverage transaction merchants.

* * * * *

(c) Exemption from registration for
certain persons—(1) Definitions. For
purposes of this paragraph (c), the
following terms shall have the meanings
set forth below.

(i) Covered transaction means a
commodity interest transaction, as
defined in § 1.3 of this chapter, executed
bilaterally or made on or subject to the
rules of any designated contract market
or registered swap execution facility.

(ii) Foreign located person means a
person located outside the United
States, its territories, or possessions.

(iii) International financial institution
means the International Monetary Fund,
the International Bank for
Reconstruction and Development, the
Inter-American Development Bank, the
Asian Development Bank, the African
Development Bank, the United Nations,
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the European Stability Mechanism, the
North American Development Bank,
those institutions defined as
“international financial institutions” in
22 U.S.C. 262r(c)(2), those institutions
defined as “multilateral development
banks” in Article 1(5(a)) of Regulation
(EU) No. 648/2012 of the European
Parliament and of the Council on OTC
Derivative Transactions, Central
Counterparties and Trade Repositories,
their agencies and pension plans, and
any other similar international
organizations, and their agencies and
pension plans.

(2) Exempt futures commission
merchants—(i) Proprietary accounts. A
person trading solely for proprietary
accounts, as defined in § 1.3 of this
chapter, is not required to register as a
futures commission merchant; provided,
that such person remains subject to all
other provisions of the Act and of the
rules, regulations and orders
thereunder.

(ii) Foreign located persons. (A) A
foreign located person engaging in the
activity of a futures commission
merchant, as defined in § 1.3 of this
chapter, in connection with any covered
transaction only on behalf of foreign
located persons or international
financial institutions is not required to
register in such capacity; provided, that
if any such covered transaction is
required or intended to be cleared on a
registered derivatives clearing
organization and the foreign located
person or international financial
institution that is party to the covered
transaction is not a clearing member of
such registered derivatives clearing
organization, the covered transaction is
submitted for clearing through a futures
commission merchant registered in
accordance with section 4d of the Act.

(B) A foreign located person acting in
accordance with paragraph (c)(2)(ii)(A)
of this section is not required to comply
with those provisions of the Act and of
the rules, regulations and orders
thereunder applicable solely to any
registered futures commission merchant
or any person required to be so
registered.

(3) Exempt introducing brokers—(i)
Foreign located persons. (A) A foreign
located person engaged in the activity of
an introducing broker, as defined in
§ 1.3 of this chapter, in connection with
any covered transaction only on behalf
of foreign located persons or
international financial institutions is not
required to register in such capacity;
provided, that if any such covered
transaction is required or intended to be
cleared on a registered derivatives
clearing organization and the foreign
located person or international financial

institution that is party to the covered
transaction is not a clearing member of
such registered derivatives clearing
organization, the covered transaction is
submitted for clearing through a futures
commission merchant registered in
accordance with section 4d of the Act.

(B) A foreign located person acting in
accordance with paragraph (c)(3)(i)(A)
of this section is not required to comply
with those provisions of the Act and of
the rules, regulations and orders
thereunder applicable solely to any
registered introducing broker or any
person required to be so registered.

(ii) Exempt foreign brokers. (A) A
foreign located person that is exempt
from registration as a futures
commission merchant in accordance
with §30.10 of this chapter is not
required to register as an introducing
broker in accordance with section 4d of
the Act if:

(1) Such person is affiliated with a
futures commission merchant registered
in accordance with section 4d of the
Act;

(2) Such person introduces, on a fully-
disclosed basis in accordance with
§ 1.57 of this chapter, any institutional
customer, as defined in § 1.3 of this
chapter, to a registered futures
commission merchant for the purpose of
trading on a designated contract market;

(3) Such person’s affiliated futures
commission merchant has filed with the
National Futures Association (Attn: Vice
President, Compliance) an
acknowledgement that the affiliated
futures commission merchant will be
jointly and severally liable for any
violations of the Act or the
Commission’s regulations committed by
such person in connection with those
introducing activities, whether or not
the affiliated futures commission
merchant submits for clearing any
trades resulting from those introducing
activities; and

(4) Such person does not solicit any
person located in the United States, its
territories or possessions for trading on
a designated contract market, nor does
such person handle the customer funds
of any person located in the United
States, its territories or possessions for
the purpose of trading on any
designated contract market.

(B) For the purposes of this paragraph,
a person shall be affiliated with a
futures commission merchant if such a
person owns 50 percent or more of the
futures commission merchant, is owned
50 percent or more by the futures
commission merchant, or is owned 50
percent or more by a third person that
also owns 50 percent or more of the
futures commission merchant.

(4) Exempt commodity trading
advisors. (i) A foreign located person
engaging in the activity of a commodity
trading advisor, as defined in § 1.3 of
this chapter, in connection with any
covered transaction only on behalf of
foreign located persons or international
financial institutions is not required to
register in such capacity; provided, that
if any such covered transaction is
required or intended to be cleared on a
registered derivatives clearing
organization and the foreign located
person or international financial
institution that is party to the covered
transaction is not a clearing member of
such registered derivatives clearing
organization, the covered transaction is
submitted for clearing through a futures
commission merchant registered in
accordance with section 4d of the Act.

(ii) A foreign located person acting in
accordance with paragraph (c)(4)(i) of
this section remains subject to section
40 of the Act, but otherwise is not
required to comply with those
provisions of the Act and of the rules,
regulations and orders thereunder
applicable solely to any registered
commodity trading advisor or any
person required to be so registered.

(5) Exempt commodity pool operators.
(i) A foreign located person engaged in
the activity of a commodity pool
operator, as defined in § 1.3 of this
chapter, in connection with any covered
transaction is not required to register in
such capacity, when such covered
transactions are executed on behalf of a
commodity pool, the participants of
which are all foreign located persons or
international financial institutions;
provided, that if any such covered
transaction is required or intended to be
cleared on a registered derivatives
clearing organization and the
commodity pool that is party to the
covered transaction is not a clearing
member of such registered derivatives
clearing organization, the covered
transaction is submitted for clearing
through a futures commission merchant
registered in accordance with section 4d
of the Act.

(ii) With respect to paragraph (c)(5)(i)
of this section, initial capital
contributed to a commodity pool by an
affiliate, as defined by §4.7(a)(1)(i) of
this chapter, of the pool’s commodity
pool operator shall not be considered for
purposes of determining whether such
commodity pool operator is executing
commodity interest transactions on
behalf of a commodity pool, the
participants of which are all foreign
located persons; provided, that:

(A) The affiliate is not a natural
person;
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(B) The affiliate and its principals are
not barred or suspended from
participating in commodity interest
markets in the United States, its
territories or possessions; and

(C) Interests in the affiliate are not
marketed as providing access to trading
in commodity interest markets in the
United States, its territories or
possessions.

(iii) A commodity pool operated by a
foreign located person shall be
considered to be operated in accordance
with the terms of paragraph (c)(5)(i) of
this section, if:

(A) The commodity pool is organized
and operated outside of the United
States, its territories or possessions;

(B) The commodity pool’s offering
materials and any underwriting or
distribution agreements include clear,
written prohibitions on the commodity
pool’s offering to participants located in
the United States and on U.S.
ownership of the commodity pool’s
participation units;

(C) The commodity pool’s
constitutional documents and offering
materials:

(1) are reasonably designed to
preclude persons located in the United
States from participating therein; and

(2) include mechanisms reasonably
designed to enable its operator to
exclude any persons located in the
United States that attempt to participate
in the offshore pool, notwithstanding
those prohibitions;

(D) The commodity pool operator
exclusively uses non-U.S.
intermediaries for the distribution of
participations in the commodity pool;

(E) The commodity pool operator uses
reasonable investor due diligence
methods at the time of sale to preclude
persons located in the United States
from participating in the commodity
pool; and

(F) The commodity pool’s
participation units are directed and
distributed to participants outside the
United States, including by means of
listing and trading such units on
secondary markets organized and
operated outside of the United States,
and in which the commodity pool
operator has reasonably determined
participation by persons located in the
United States is unlikely.

(iv) Utilizing the relief under
paragraph (c)(5)(i) of this section for a
qualifying commodity pool will not
affect the ability of a person to register
with the Commission as a commodity
pool operator, or to qualify for, rely
upon, or claim other relief from
regulation as such by the Commission,
with respect to the operation of
commodity pools or trading vehicles not

otherwise eligible for the relief offered
in this section.

(v) A person acting in accordance
with paragraph (c)(5)(i) of this section
remains subject to section 4o of the Act,
but otherwise is not required to comply
with those provisions of the Act and of
the rules, regulations and orders
thereunder applicable solely to any
person registered in such capacity, or
any person required to be so registered.

(6) Associated persons of swap
dealers. In determining whether a
person is a swap dealer, the activities of
a registered swap dealer with respect to
which such person is an associated
person shall not be considered.

* * * * *

Issued in Washington, DC, on October 22,
2020, by the Commission.

Christopher Kirkpatrick,
Secretary of the Commission.

Note: The following appendices will not
appear in the Code of Federal Regulations.

Appendices to Exemption From
Registration for Certain Foreign
Intermediaries—Commission Voting
Summary, Chairman’s Statement, and
Commissioners’ Statements

Appendix 1—Commission Voting
Summary

On this matter, Chairman Tarbert and
Commissioners Quintenz, Behnam, Stump,
and Berkovitz voted in the affirmative. No
Commissioner voted in the negative.

Appendix 2—Statement of Support of
Chairman Heath P. Tarbert

When the Commission considered the
proposal to amend the registration exemption
for foreign commodity pool operators
(CPOs),* I noted that, in his second inaugural
address in 1893, President Grover Cleveland
remarked “[ulnder our scheme of government
the waste of public money is a crime against
the citizen.” 2 The CFTC is a taxpayer-funded
agency, and Congress expects us to deploy
our resources to serve the needs of American
taxpayers. That is why as Chairman and
Chief Executive, I have sought to revisit our
agency’s regulations where there does not
appear to be a clear connection to furthering

1 Exemption From Registration for Certain
Foreign Persons Acting as Commodity Pool
Operators of Offshore Commodity Pools, 85 FR
35820 (June 12, 2020).

2 Statement of Chairman Heath P. Tarbert in
Support of Amending the Registration Exemption
for Foreign CPOs (May 28, 2020), available at:
https://www.cftc.gov/PressRoom/
SpeechesTestimony/tarbertstatement052820b. See
Second Inaugural Address of Grover Cleveland
(Mar. 4, 1893), reprinted in American History
Through Its Greatest Speeches: A Documentary
History of the United States 278 (Courtney Smith,
et al., eds. 2016).

the interests of the United States or our
citizens.3

The CFTC’s framework for regulating
foreign commodity CPOs protects U.S.
investors who put their money in commodity
investment funds run from outside the
United States. But, in some instances, the
only benefit of CFTC regulation of offshore
CPOs is to foreign investors. There is no
statutory mandate for the CFTC to regulate
pools never offered or sold to U.S. investors.
To do so absent a compelling reason would
be—in President Cleveland’s words—a waste
of public money.

Consequently, I am pleased to support
today’s final rule to amend the exemption for
CPOs in regulation 3.10(c) (3.10 Exemption).
The final rule eliminates the potential need
for the CFTC to require the registration and
oversight of non-U.S. CPOs whose pools have
no U.S. investors. The final rule additionally
exempts U.S.-based affiliates of pool
sponsors who put seed money into offshore
funds that have only foreign investors. In so
doing, the final rule provides much-needed
regulatory flexibility for non-U.S. CPOs
operating offshore commodity pools, without
compromising the CFTC’s mission to protect
U.S. investors.

Exemption for Foreign CPOs Sponsoring
Funds Without U.S. Investors

The final rule amends the conditions under
which a foreign CPO, in connection with
commodity interest transactions on behalf of
persons located outside the United States,
will qualify for an exemption from CPO
registration and regulation with respect to an
offshore pool. Specifically, through
amendments to our regulation 3.10(c), a non-
U.S. CPO will be able to operate pools offered
to U.S. persons as either a registered or
exempt CPO, while simultaneously claiming
the 3.10 Exemption with respect to its
qualifying offshore commodity pools.*

Absent a compelling reason, the CFTC
should be focused on U.S. markets and U.S.
investors, and refrain from extending our
reach outside the United States.5 The

3 See Statement of Chairman Heath P. Tarbert in
Support of Amending the Registration Exemption
for Foreign CPOs, supra note 2.

4 The final rule adds a safe harbor as new
regulation 3.10(c)(3)(iv) for non-U.S. CPOs that have
taken what the Commission preliminarily believes
are reasonable steps designed to ensure that
participation units in the operated offshore pool are
not being offered or sold to persons located in the
United States.

5For example, section 2(i) of the Commodity
Exchange Act provides that the swap provisions of
Title VII of the Dodd-Frank Act shall not apply to
activities outside the United States unless those
activities (1) have a direct and significant
connection with activities in, or effect on,
commerce of the United States; or (2) contravene
such rules or regulations as the Commission may
prescribe or promulgate as are necessary or
appropriate to prevent the evasion of Title VIL In
interpreting this provision, the Commission has
taken the position that “[r]ather than exercising its
authority with respect to swap activities outside the
United States, the Commission will be guided by
international comity principles and will focus its
authority on potential significant risks to the U.S.
financial system.” Cross-Border Application of the
Registration Thresholds and Certain Requirements
Applicable to Swap Dealers and Major Swap
Participants, 85 FR 56924, 56928 (Sep. 14, 2020).
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protection of non-U.S. customers of non-U.S.
firms is best left to foreign regulators with the
relevant jurisdiction and mandate.®
Therefore, I believe it is appropriate for the
final rule to allow foreign CPOs to rely on the
3.10 Exemption for their foreign commodity
pools when they have no U.S. investors.
Where a foreign CPO does have U.S.
investors, other exemptions or exclusions
from registration might be available.

Unfortunately, under a strict construction
of the current rule, if a foreign CPO has one
fund with U.S. investors, then the foreign
CPO must register all its funds or rely on
some other exemption besides the 3.10
Exemption. This ““all or nothing” reading of
the rule has produced two competing
consequences—neither of which makes for
good regulatory policy. First, if the CPO
chooses to register with respect to all its
funds, the CFTC ends up regulating some
foreign-based funds without any U.S.
investors. Second, if the CPO refuses to
register for any of its funds, then U.S.
investors are effectively denied the liquidity
and investment opportunities offered by
foreign commodity pools.

In the last decade, statutory and regulatory
developments have produced a growing
mismatch between the Commission’s stated
policy purposes underlying the 3.10
Exemption (that focus the CFTC’s resources
on the protection of U.S. persons) and the
strict construction of the 3.10 Exemption
(that leads to its “all or nothing”
application). To address this mismatch, the
final rule amends the 3.10 Exemption to align
the plain text of the exemption with our
longstanding policy goal of regulating foreign
CPOs only when they offer their funds to
U.S. investors. In effect, the Commission’s
walk finally conforms to our talk.”

Affiliate Investment Exemption

The final rule also permits U.S. affiliates of
anon-U.S. CPO to contribute capital to that
CPO’s offshore pools as part of the initial
capitalization without rendering the non-U.S.
CPO ineligible for the 3.10 Exemption. In
other words, the final rule allows a U.S.
affiliate of a foreign CPO to invest in the
offshore fund without triggering registration
requirements because of the nature of the
relationship between the affiliate and the
non-U.S. CPO.

It is hard to imagine how an entity that
controls, is controlled by, or is under

6 The Commission also cited this policy position
in the initial proposal for what ultimately became
Commission regulation 3.10(c)(3)(i). See 72 FR
15637, 15638 (Apr. 2, 2007).

7 Apart from policy incoherence inside the CFTC,
the mismatch has also caused confusion among
CPOs and their investors. A number of foreign CPOs
have not adopted the strict “all or nothing” reading
of the 3.10 Exemption, but have instead quite
sensibly latched on to the Commission’s stated
policy behind the rule to conclude that a foreign
CPO may rely on the current 3.10 Exemption for
non-U.S. pools with only non-U.S. investors even
if the foreign CPO operates other non-U.S. pools
with U.S. investors. Given that the confusion
largely stems from the Commission’s own doing, I
would not support any enforcement action against
foreign CPOs whose interpretation followed the
spirit, if not the letter, of the 3.10 Exemption.
Furthermore, today’s final rule conforms to their
reading.

common control with, a given foreign CPO
could lack a sufficient degree of transparency
with respect to its own contribution of initial
capital to an offshore commodity pool run by
that very same foreign CPO. In short, a U.S.
affiliate’s initial investment in its affiliated
non-U.S. CPO’s offshore pool does not raise
the same investor protection concerns as
similar investments in the same pool by
unaffiliated persons located in the United
States. In many cases, moreover, the affiliate
is itself regulated by other U.S. regulators—
for instance, state insurance departments in
the case of insurance companies that wish to
deploy their own general account assets as
they best see fit, in keeping with their
separate regulatory regimes. Accordingly, I
see no reason to deploy the limited, taxpayer-
funded resources of the CFTC to protect U.S.
affiliates of foreign CPOs who are far better
positioned than us to safeguard their own
interests.

Appendix 3—Supporting Statement of
Commissioner Brian Quintenz

I am pleased to support today’s final rule
that expands an existing exemption from
registration for foreign commodity pool
operators (CPOs) trading on U.S. markets on
behalf of foreign investors. Building on
previously granted staff no-action relief, the
final rule creates new possibilities for fund
managers, appropriately focuses the
Commission’s resources and customer
protection activities upon domestic firms and
U.S. customers, and provides for simplified
compliance. For example, the final rule
permits non-U.S. CPOs to claim the
exemption on a pool-by-pool basis, which I
believe is appropriate given that many large,
foreign CPOs operate both U.S. and non-U.S.
pools. The final rule also permits a foreign
fund manager to satisfy the exemption’s
requirement that its pool does not contain
funds of U.S. customers by complying with
certain safe harbors, such as fund
documentation requirements. In doing so, the
final rule recognizes that the manner in
which fund interests are sold in the real
world often makes it impossible for a fund
manager to make a blanket attestation that
there is no U.S. investment in a given
commodity pool.

Finally, for the first time, the final rule
would permit U.S. affiliates of foreign pools
to contribute initial capital to those pools.
Allowing U.S. affiliates to contribute seed
money to offshore pools operated by their
affiliated non-U.S. CPOs should facilitate
innovation and fund development by
enabling those offshore pools to establish a
performance history for solicitation purposes.

Appendix 4—Statement of
Commissioner Dan M. Berkovitz

I am voting for the final rule amending
regulation 3.10(c) (“Final Rule”). Regulation
3.10(c) provides an exemption from
registration to foreign persons who operate
commodity pools (“CPOs”) located outside of
the United States. The Final Rule makes
pragmatic adjustments to certain conditions
for claiming the exemption that will allow
the Commission to focus its limited resources
on protecting U.S. persons who participate in
commodity pools, rather than on commodity

pools operated outside the U.S. in which
non-U.S. persons participate.

A fundamental goal of the Commission’s
registration and regulation of CPOs is the
protection of U.S. customers.? The CFTC has
long held that CPOs trading commodity
interests in our markets are not required to
register as CPOs if they are located offshore
and only operate pools for non-U.S. persons.2
In 2007, the Commission codified the
exemption in regulation 3.10(c).

The Final Rule: (i) Exempts non-U.S. CPOs
from registration and regulation with respect
to individual commodity pools that do not
solicit from U.S. persons or have U.S.
investors; 3 (ii) provides that this exemption
for some pools may be used with other
exemptions or exclusions; and (iii) provides
a safe harbor to non-U.S. CPOs in the event
that U.S. persons inadvertently become
participants in the offshore pools, provided
that a number of conditions are met to
minimize that possibility. Lastly, the Final
Rule permits U.S. affiliates of non-U.S. CPOs
to contribute “initial capital” to exempt
offshore pools without being treated as
“participants” in the pools themselves if
certain conditions are satisfied.

In my statement for the proposed
amendments to regulation 3.10(c), I noted
some concern that the U.S. affiliate provision
might result in persons in the U.S.
investing—either knowingly or
unknowingly—in unregulated foreign
commodity pools if they invested in the U.S.
affiliates. The proposal included specific
“anti-evasion” provisions that would prevent
certain “‘bad actors” from using the
exemption and prohibit the marketing of the
U.S. affiliate as a vehicle for U.S. commodity
interest investments.4 At my request, several
questions regarding potential abuse of the
U.S. affiliate provision were included in the
proposed rule.

The letters commenting on the proposed
rule generally expressed support. A joint
letter from asset management industry
associations addressed the questions in the
proposal regarding the U.S. affiliate provision
and provided rationales in support thereof.
The letter explained that the initial capital
investments from U.S. affiliates intended to
help demonstrate fund performance or
facilitate fund operations, for example, are
not the types of investments that need the
full array of customer protections provided
for individual commodity pool investors.

1 The regulation of CPOs also facilitates the
Commission’s ability to oversee the derivative
markets, manage systemic risks, and fulfill its
mandate to ensure safe trading practices. See, e.g.,
Commodity Pool Operators and Commodity
Trading Advisors: Compliance Obligations, 77 FR
11252, 11253, 11275 (Feb. 24, 2012), upheld by
Investment Company Institute v. CFTC, 720 F.3d
370 (D.C. Cir. 2013).

2 See CFTC Staff Interpretative Letter 76—21 (Aug.
15, 1976).

3The CPO would need to register and comply
with CFTC regulations with regard to any other
commodity pools it operates that do solicit funds
from U.S. persons.

4 As noted in section IL.F.3 of the Final Rule, if
the U.S. affiliate is marketed as providing access to
commodity interests traded outside the United
States, then the affiliate would be subject to the
registration regime provided for such entities in
part 30 of the Commission’s regulations.
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Furthermore, comment letters explained
how the conditions in the U.S. affiliate
provision, coupled with the anti-evasion
provisions (with some modifications),
balance the flexibility needed by CPOs to
make prudent capital allocation decisions
with preventive measures reducing the
likelihood of abuse. While it is possible that
some less than forthright actors could
attempt to use the regulation 3.10(c)
exemption to skirt the CPO registration
requirements when soliciting commodity
interest investments from U.S. persons, the
Final Rule has appropriate restrictions that
will facilitate enforcement when necessary.

In conclusion, the Final Rule makes
prudent, limited amendments that reduce the
burdens on the Commission’s limited
resources while maintaining the necessary
protections intended for U.S. commodity
pool participants. I would like to thank the
commenters for their contribution to
improving the Final Rule and the CFTC staff
for working with my office to address my
concerns.

[FR Doc. 2020-23810 Filed 12-2-20; 4:15 pm]
BILLING CODE 6351-01-P

PENSION BENEFIT GUARANTY
CORPORATION

29 CFR Part 4044

Allocation of Assets in Single-
Employer Plans; Valuation of Benefits
and Assets; Expected Retirement Age

AGENCY: Pension Benefit Guaranty
Corporation.

ACTION: Final rule.

SUMMARY: This rule amends the Pension
Benefit Guaranty Corporation’s
regulation on Allocation of Assets in
Single-Employer Plans by substituting a
new table for determining expected
retirement ages for participants in
pension plans undergoing distress or
involuntary termination with valuation
dates falling in 2021. This table is
needed to compute the value of early
retirement benefits and, thus, the total
value of benefits under a plan.

DATES: This rule is effective January 1,
2021.

FOR FURTHER INFORMATION CONTACT:
Gregory Katz (katz.gregory@pbgc.gov),
Attorney, Regulatory Affairs Division,
Office of the General Counsel, Pension
Benefit Guaranty Corporation, 1200 K
Street NW, Washington, DC 20005, 202—
229-3829. (TTY users may call the
Federal relay service toll-free at 1-800—
877-8339 and ask to be connected to
202-229-3829.)

SUPPLEMENTARY INFORMATION: The
Pension Benefit Guaranty Corporation
(PBGC) administers the pension plan
termination insurance program under
title IV of the Employee Retirement
Income Security Act of 1974 (ERISA).
PBGC’s regulation on Allocation of
Assets in Single-Employer Plans (29
CFR part 4044) sets forth (in subpart B)
the methods for valuing plan benefits of
terminating single-employer plans
covered under title IV. Guaranteed
benefits and benefit liabilities under a
plan that is undergoing a distress
termination must be valued in
accordance with subpart B of part 4044.
In addition, when PBGC terminates an
underfunded plan involuntarily
pursuant to ERISA section 4042(a), it
uses the subpart B valuation rules to
determine the amount of the plan’s
underfunding.

Under §4044.51(b) of the asset
allocation regulation, early retirement
benefits are valued based on the annuity
starting date, if a retirement date has
been selected, or the expected
retirement age, if the annuity starting
date is not known on the valuation date.
Sections 4044.55 through 4044.57 set
forth rules for determining the expected
retirement ages for plan participants
entitled to early retirement benefits.
Appendix D of part 4044 contains tables
to be used in determining the expected
early retirement ages.

Table I in appendix D (Selection of
Retirement Rate Category) is used to
determine whether a participant has a
low, medium, or high probability of
retiring early. The determination is
based on the year a participant would
reach “unreduced retirement age” (i.e.,
the earlier of the normal retirement age
or the age at which an unreduced
benefit is first payable) and the
participant’s monthly benefit at
unreduced retirement age. The table
applies only to plans with valuation
dates in the current year and is updated
annually by PBGC to reflect changes in
the cost of living, etc.

Tables II-A, II-B, and II-C (Expected
Retirement Ages for Individuals in the
Low, Medium, and High Categories
respectively) are used to determine the
expected retirement age after the
probability of early retirement has been
determined using Table I. These tables
establish, by probability category, the
expected retirement age based on both
the earliest age a participant could retire
under the plan and the unreduced
retirement age. This expected retirement
age is used to compute the value of the

early retirement benefit and, thus, the
total value of benefits under the plan.

This document amends appendix D to
replace Table I-20 with Table I-21 to
provide an updated correlation,
appropriate for calendar year 2021,
between the amount of a participant’s
benefit and the probability that the
participant will elect early retirement.
Table I-21 will be used to value benefits
in plans with valuation dates during
calendar year 2021.

PBGC has determined that notice of,
and public comment on, this rule are
impracticable, unnecessary, and
contrary to the public interest. PBGC’s
update of appendix D for calendar year
2021 is routine. If a plan has a valuation
date in 2021, the plan administrator
needs the updated table being
promulgated in this rule to value
benefits. Accordingly, PBGC finds that
the public interest is best served by
issuing this table expeditiously, without
an opportunity for notice and comment,
and that good cause exists for making
the table set forth in this amendment
effective less than 30 days after
publication to allow the use of the
proper table to estimate the value of
plan benefits for plans with valuation
dates in early 2021.

PBGC has determined that this action
is not a “‘significant regulatory action”
under the criteria set forth in Executive
Order 12866 and Executive Order
13771.

Because no general notice of proposed
rulemaking is required for this
regulation, the Regulatory Flexibility
Act of 1980 does not apply (5 U.S.C.
601(2)).

List of Subjects in 29 CFR Part 4044

Employee benefit plans, Pension
insurance.

In consideration of the foregoing, 29
CFR part 4044 is amended as follows:

PART 4044—ALLOCATION OF
ASSETS IN SINGLE-EMPLOYER
PLANS

m 1. The authority citation for part 4044
continues to read as follows:

Authority: 29 U.S.C. 1301(a), 1302(b)(3),
1341, 1344, 1362.
m 2. Appendix D to part 4044 is
amended by removing Table I-20 and
adding in its place Table I-21 to read as
follows:

Appendix D to Part 4044—Tables Used
To Determine Expected Retirement Age


mailto:katz.gregory@pbgc.gov

Federal Register/Vol. 85, No. 235/Monday, December 7, 2020/Rules and Regulations

78743

TABLE |-21—SELECTION OF RETIREMENT RATE CATEGORY

[For valuation dates in 2021 1]

Participant’s Retirement Rate Category is—

If participant reaches URA in year— Low 2 if monthly Medium 2 if anltSPE/ benefit at High 4 if monthly

benefit at URA _benefit at URA

is less than— From— To— is greater than—
686 686 2,896 2,896
701 701 2,963 2,963
718 718 3,031 3,031
734 734 3,100 3,100
751 751 3,172 3,172
768 768 3,245 3,245
786 786 3,319 3,319
804 804 3,396 3,396
................. 822 822 3,474 3,474
20371 OF JALEF .ot 841 841 3,554 3,554

1 Applicable tables for valuation dates before 2021 are available on PBGC’s website (www.pbgc.gov).

2Table II-A.
3Table II-B.
4Table 1I-C.
* * * * *

Issued in Washington, DC.
Hilary Duke,
Assistant General Counsel for Regulatory
Affairs Pension Benefit Guaranty
Corporation.

[FR Doc. 2020-26209 Filed 12—4—-20; 8:45 am]
BILLING CODE 7709-02-P

ENVIRONMENTAL PROTECTION
AGENCY
40 CFR Parts 9 and 721

[EPA-HQ-OPPT-2019-0650; FRL-10015-
16]

RIN 2070-AB27

Significant New Use Rules on Certain
Chemical Substances (20-2.B)

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is issuing significant new
use rules (SNURs) under the Toxic
Substances Control Act (TSCA) for
chemical substances which were the
subject of premanufacture notices
(PMNs). This action requires persons to
notify EPA least 90 days before
commencing manufacture (defined by
statute to include import) or processing
of any of these chemical substances for
an activity that is designated as a
significant new use by this rule. This
action further requires that persons not
commence manufacture or processing
for the significant new use until they
have submitted a Significant New Use
Notice (SNUN), and EPA has conducted
a review of the notice, made an
appropriate determination on the notice,

and has taken any risk management
actions as are required as a result of that
determination.

DATES: This rule is effective on February
5, 2021. For purposes of judicial review,
this rule shall be promulgated at 1 p.m.
(e.s.t.) on December 21, 2020.

FOR FURTHER INFORMATION CONTACT: For
technical information contact: William
Wysong, New Chemicals Division
(7405M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave. NW,
Washington, DC 20460-0001; telephone
number: (202) 564—4163; email address:
wysong.william@epa.gov.

For general information contact: The
TSCA-Hotline, ABVI-Goodwill, 422
South Clinton Ave., Rochester, NY
14620; telephone number: (202) 554—
1404; email address: TSCA-Hotline@
epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you manufacture, process,
or use the chemical substances
contained in this rule. The following list
of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Manufacturers or processors of one
or more subject chemical substances
(NAICS codes 325 and 324110), e.g.,
chemical manufacturing and petroleum
refineries.

This action may also affect certain
entities through pre-existing import

certification and export notification
rules under TSCA. Chemical importers
are subject to the TSCA section 13 (15
U.S.C. 2612) import provisions. This
action may also affect certain entities
through pre-existing import certification
and export notification rules under
TSCA, which would include the SNUR
requirements. The EPA policy in
support of import certification appears
at 40 CFR part 707, subpart B. In
addition, pursuant to 40 CFR 721.20,
any persons who export or intend to
export a chemical substance that is the
subject of this rule are subject to the
export notification provisions of TSCA
section 12(b) (15 U.S.C. 2611(b)), and
must comply with the export
notification requirements in 40 CFR part
707, subpart D.

B. How can I access the docket?

The docket includes information
considered by the Agency in developing
the proposed and final rules. The docket
for this action, identified by docket
identification (ID) number EPA-HQ-
OPPT-2019-0650, is available at
https://www.regulations.gov and at the
Office of Pollution Prevention and
Toxics Docket (OPPT Docket),
Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW, Washington, DC.
The Public Reading Room is open from
8:30 a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the OPPT
Docket is (202) 566—-0280. Please review
the visitor instructions and additional
information about the docket available
at https://www.epa.gov/dockets.


https://www.regulations.gov
https://www.epa.gov/dockets
mailto:wysong.william@epa.gov
mailto:TSCA-Hotline@epa.gov
mailto:TSCA-Hotline@epa.gov
http://www.pbgc.gov

78744

Federal Register/Vol. 85, No. 235/Monday, December 7, 2020/Rules and Regulations

Due to the public health emergency,
the EPA Docket Center (EPA/DC) and
Reading Room is closed to visitors with
limited exceptions. The staff continues
to provide remote customer service via
email, phone, and webform. For the
latest status information on EPA/DC
services and docket access, visit https://
www.epa.gov/dockets.

II. Background
A. What action is the Agency taking?

EPA is finalizing SNURs under TSCA
section 5(a)(2) for chemical substances
which were the subject of PMNs P—18—
58, P-18-126, P-18-199, P-18-367, P—
19-158, and P-19-164. These SNURs
require persons who intend to
manufacture or process any of these
chemical substances for an activity that
is designated as a significant new use to
notify EPA at least 90 days before
commencing that activity.

Previously, in the Federal Register of
February 24, 2020 (85 FR 10364) (FRL-
10004-90), EPA proposed SNURs for
these chemical substances. More
information on the specific chemical
substances subject to this final rule can
be found in the Federal Register
document proposing the SNURs. The
docket includes information considered
by the Agency in developing the
proposed and final rules, including the
public comments received on the
proposed rules that are described in
Unit IV.

B. What is the Agency’s authority for
taking this action?

TSCA section 5(a)(2) (15 U.S.C.
2604(a)(2)) authorizes EPA to determine
that a use of a chemical substance is a
“significant new use.” EPA must make
this determination by rule after
considering all relevant factors,
including the four TSCA section 5(a)(2)
factors listed in Unit III.

C. Do the SNUR general provisions
apply?

General provisions for SNURs appear
in 40 CFR part 721, subpart A. These
provisions describe persons subject to
the rule, recordkeeping requirements,
exemptions to reporting requirements,
and applicability of the rule to uses
occurring before the effective date of the
rule. Provisions relating to user fees
appear at 40 CFR part 700. Pursuant to
40 CFR 721.1(c), persons subject to these
SNURs must comply with the same
SNUN requirements and EPA regulatory
procedures as submitters of PMNs under
TSCA section 5(a)(1)(A). In particular,
these requirements include the
information submission requirements of
TSCA sections 5(b) and 5(d)(1), the

exemptions authorized by TSCA
sections 5(h)(1), 5(h)(2), 5(h)(3), and
5(h)(5) and the regulations at 40 CFR
part 720. Once EPA receives a SNUN,
EPA must either determine that the
significant new use is not likely to
present an unreasonable risk of injury or
take such regulatory action as is
associated with an alternative
determination before manufacture or
processing for the significant new use
can commence. If EPA determines that
the significant new use is not likely to
present an unreasonable risk, EPA is
required under TSCA section 5(g) to
make public, and submit for publication
in the Federal Register, a statement of
EPA’s findings.

III. Significant New Use Determination

A. Determination Factors

TSCA section 5(a)(2) states that EPA’s
determination that a use of a chemical
substance is a significant new use must
be made after consideration of all
relevant factors, including:

o The projected volume of
manufacturing and processing of a
chemical substance.

e The extent to which a use changes
the type or form of exposure of human
beings or the environment to a chemical
substance.

¢ The extent to which a use increases
the magnitude and duration of exposure
of human beings or the environment to
a chemical substance.

e The reasonably anticipated manner
and methods of manufacturing,
processing, distribution in commerce,
and disposal of a chemical substance.

In determining what would constitute
a significant new use for the chemical
substances that are the subject of these
SNURs, EPA considered relevant
information about the toxicity of the
chemical substances, and potential
human exposures and environmental
releases that may be associated with the
substances, in the context of the four
bulleted TSCA section 5(a)(2) factors
listed in this unit. During its review of
these chemicals, EPA identified certain
conditions of use that are not intended
by the submitters, but reasonably
foreseen to occur. EPA is designating
those reasonably foreseen conditions of
use as well as certain other
circumstances of use as significant new
uses.

B. Procedures for Significant New Uses
Claimed as CBI

By this rule, EPA is establishing
certain significant new uses which have
been claimed as CBI subject to Agency
confidentiality regulations at 40 CFR
part 2 and 40 CFR part 720, subpart E.

Absent a final determination or other
disposition of the confidentiality claim
under 40 CFR part 2 procedures, EPA is
required to keep this information
confidential. EPA promulgated a
procedure to deal with the situation
where a specific significant new use is
CBI, at 40 CFR 721.1725(b)(1) and has
referenced it to apply to other SNURs.

Under these procedures a
manufacturer or processor may request
EPA to determine whether a specific use
would be a significant new use under
the rule. The manufacturer or processor
must show that it has a bona fide intent
to manufacture or process the chemical
substance and must identify the specific
use for which it intends to manufacture
or process the chemical substance. If
EPA concludes that the person has
shown a bona fide intent to manufacture
or process the chemical substance, EPA
will tell the person whether the use
identified in the bona fide submission
would be a significant new use under
the rule. Since most of the chemical
identities of the chemical substances
subject to these SNURSs are also CBI,
manufacturers and processors can
combine the bona fide submission
under the procedure in 40 CFR
721.1725(b)(1) with that under 40 CFR
721.11 into a single step.

If EPA determines that the use
identified in the bona fide submission
would not be a significant new use, i.e.,
the use does not meet the criteria
specified in the rule for a significant
new use, that person can manufacture or
process the chemical substance so long
as the significant new use trigger is not
met. In the case of a production volume
trigger, this means that the aggregate
annual production volume does not
exceed that identified in the bona fide
submission to EPA. Because of
confidentiality concerns, EPA does not
typically disclose the actual production
volume that constitutes the use trigger.
Thus, if the person later intends to
exceed that volume, a new bona fide
submission would be necessary to
determine whether that higher volume
would be a significant new use.

IV. Public Comments

EPA received one anonymous public
comment on the proposed rule that was
not relevant or specific to any particular
SNUR in the proposed rule. EPA is not
responding to the comment and made
no changes for the final rule based on
the comment.

V. Substances Subject to this Rule

EPA is establishing significant new
use and recordkeeping requirements for
chemical substances in 40 CFR part 721,
subpart E. In Unit IV. of the proposed
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SNUR, EPA provided the following
information for each chemical
substance:

¢ PMN number.

e Chemical name (generic name, if
the specific name is claimed as CBI).

e Chemical Abstracts Service (CAS)
Registry number (if assigned for non-
confidential chemical identities).

¢ Basis for the SNUR.

¢ Potentially useful information.

¢ CFR citation assigned in the
regulatory text section of this final rule.

The regulatory text section of these
rules specifies the activities designated
as significant new uses. Certain new
uses, including production volume
limits and other uses designated in the
rules, may be claimed as CBI.

VI. Rationale and Objectives of the Rule
A. Rationale

During review of the PMNs submitted
for the chemical substances that are the
subject of these SNURs and as further
discussed in Unit IV. of the proposed
rule, EPA identified certain other
reasonably foreseen conditions of use in
addition to those conditions of use
intended by the submitter. EPA has
preliminarily determined that the
chemical under the intended conditions
of use is not likely to present an
unreasonable risk. However, EPA has
not assessed risks associated with the
reasonably foreseen conditions of use.
EPA is designating these conditions of
use as well as certain other
circumstances of use as significant new
uses. As a result, those significant new
uses cannot occur without going
through a separate, subsequent EPA
review and determination process
associated with a SNUN.

B. Objectives

EPA is issuing these SNURs because
the Agency wants:

e To have an opportunity to review
and evaluate data submitted in a SNUN
before the notice submitter begins
manufacturing or processing a listed
chemical substance for the described
significant new use.

e To be obligated to make a
determination under TSCA section
5(a)(3) regarding the use described in
the SNUN, under the conditions of use.
The Agency will either determine under
section 5(a)(3)(C) that the significant
new use is not likely to present an
unreasonable risk, including an
unreasonable risk to a potentially
exposed or susceptible subpopulation
identified as relevant by the
Administrator under the conditions of
use, or make a determination under
TSCA section 5(a)(3)(A) or (B) and take

the required regulatory action associated
with the determination, before
manufacture or processing for the
significant new use of the chemical
substance can occur.

e To be able to complete its review
and determination on each of the PMN
substances, while deferring analysis on
the significant new uses proposed in
these rules unless and until the Agency
receives a SNUN.

Issuance of a SNUR for a chemical
substance does not signify that the
chemical substance is listed on the
TSCA Inventory. Guidance on how to
determine if a chemical substance is on
the TSCA Inventory is available on the
internet at https://www.epa.gov/tsca-
inventory.

VII. Applicability of the Rules to Uses
Occurring Before the Effective Date of
the Final Rule

To establish a significant new use,
EPA must determine that the use is not
ongoing. The chemical substances
subject to this rule were undergoing
premanufacture review at the time of
signature of the proposed rule and were
not on the TSCA inventory. In cases
where EPA has not received a notice of
commencement (NOC) and the chemical
substance has not been added to the
TSCA Inventory, no person may
commence such activities without first
submitting a PMN. Therefore, for the
chemical substances subject to these
SNURs EPA concluded at the time of
signature of the proposed rule that the
designated significant new uses were
not ongoing.

EPA designated February 3, 2020 (the
date of web posting of the proposed
rule) as the cutoff date for determining
whether the new use is ongoing. The
objective of EPA’s approach is to ensure
that a person cannot defeat a SNUR by
initiating a significant new use before
the effective date of the final rule.

Persons who began commercial
manufacture or processing of the
chemical substances for a significant
new use identified on or after that date
will have to cease any such activity
upon the effective date of the final rule.
To resume their activities, these persons
would have to first comply with all
applicable SNUR notification
requirements and EPA would have to
take action under section 5 allowing
manufacture or processing to proceed.

VIII. Development and Submission of
Information

EPA recognizes that TSCA section 5
does not require development of any
particular new information (e.g.,
generating test data) before submission
of a SNUN. There is an exception: If a

person is required to submit information
for a chemical substance pursuant to a
rule, Order or consent agreement under
TSCA section 4, then TSCA section
5(b)(1)(A) requires such information to
be submitted to EPA at the time of
submission of the SNUN.

In the absence of a rule, Order, or
consent agreement under TSCA section
4 covering the chemical substance,
persons are required only to submit
information in their possession or
control and to describe any other
information known to or reasonably
ascertainable by them (see 40 CFR
720.50). However, upon review of PMNs
and SNUNSs, the Agency has the
authority to require appropriate testing.
Unit IV. of the proposed rule lists
potentially useful information for all
SNURs listed here. Descriptions are
provided for informational purposes.
The potentially useful information
identified in Unit IV. of the proposed
rule will be useful to EPA’s evaluation
in the event that someone submits a
SNUN for the significant new use.
Companies who are considering
submitting a SNUN are encouraged, but
not required, to develop the information
on the substance, which may assist with
EPA’s analysis of the SNUN.

EPA strongly encourages persons,
before performing any testing, to consult
with the Agency pertaining to protocol
election. Furthermore, pursuant to
TSCA section 4(h), which pertains to
reduction of testing in vertebrate
animals, EPA encourages consultation
with the Agency on the use of
alternative test methods and strategies
(also called New Approach
Methodologies, or NAMs), if available,
to generate the recommended test data.
EPA encourages dialog with Agency
representatives to help determine how
best the submitter can meet both the
data needs and the objective of TSCA
section 4(h).

The potentially useful information
described in Unit IV. of the proposed
rule may not be the only means of
providing information to evaluate the
chemical substance associated with the
significant new uses. However,
submitting a SNUN without any test
data may increase the likelihood that
EPA will take action under TSCA
sections 5(e) or 5(f). EPA recommends
that potential SNUN submitters contact
EPA early enough so that they will be
able to conduct the appropriate tests.

SNUN submitters should be aware
that EPA will be better able to evaluate
SNUNSs which provide detailed
information on the following:

e Human exposure and
environmental release that may result


https://www.epa.gov/tsca-inventory
https://www.epa.gov/tsca-inventory

78746

Federal Register/Vol. 85, No. 235/Monday, December 7, 2020/Rules and Regulations

from the significant new use of the
chemical substances.

IX. SNUN Submissions

According to 40 CFR 721.1(c), persons
submitting a SNUN must comply with
the same notification requirements and
EPA regulatory procedures as persons
submitting a PMN, including
submission of test data on health and
environmental effects as described in 40
CFR 720.50. SNUNs must be submitted
on EPA Form No. 7710-25, generated
using e-PMN software, and submitted to
the Agency in accordance with the
procedures set forth in 40 CFR 720.40
and 721.25. E-PMN software is
available electronically at https://
www.epa.gov/reviewing-new-chemicals-
under-toxic-substances-control-act-tsca.

X. Economic Analysis

EPA has evaluated the potential costs
of establishing SNUN requirements for
potential manufacturers and processors
of the chemical substances subject to
this rule. EPA’s complete economic
analysis is available in the docket for
this rulemaking.

XI. Statutory and Executive Order
Reviews

Additional information about these
statutes and Executive Orders can be
found at https://www.epa.gov/laws-
regulations-and-executive-orders.

A. Executive Order 12866: Regulatory
Planning and Review and Executive
Order 13563: Improving Regulations
and Regulatory Review

This action establishes SNURs for
new chemical substances that were the
subject of PMNs. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Orders 12866
(58 FR 51735, October 4, 1993) and
13563 (76 FR 3821, January 21, 2011).

B. Paperwork Reduction Act (PRA)

According to PRA,44 U.S.C. 3501 et
seq., an agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
that requires OMB approval under PRA,
unless it has been approved by OMB
and displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in title 40
of the CFR, after appearing in the
Federal Register, are listed in 40 CFR
part 9, and included on the related
collection instrument or form, if
applicable.

The information collection
requirements related to this action have
already been approved by OMB
pursuant to PRA under OMB control

number 2070-0012 (EPA ICR No. 574).
This action does not impose any burden
requiring additional OMB approval. If
an entity were to submit a SNUN to the
Agency, the annual burden is estimated
to average between 30 and 170 hours
per response. This burden estimate
includes the time needed to review
instructions, search existing data
sources, gather and maintain the data
needed, and complete, review, and
submit the required SNUN.

Send any comments about the
accuracy of the burden estimate, and
any suggested methods for minimizing
respondent burden, including through
the use of automated collection
techniques, to the Director, Regulatory
Support Division, Office of Mission
Support (2822T), Environmental
Protection Agency, 1200 Pennsylvania
Ave. NW, Washington, DC 20460-0001.
Please remember to include the OMB
control number in any correspondence,
but do not submit any completed forms
to this address.

C. Regulatory Flexibility Act (RFA)

Pursuant to RFA section 605(b), 5
U.S.C. 601 et seq., I hereby certify that
promulgation of this SNUR would not
have a significant adverse economic
impact on a substantial number of small
entities. The requirement to submit a
SNUN applies to any person (including
small or large entities) who intends to
engage in any activity described in the
final rule as a “‘significant new use”.
Because these uses are “new,” based on
all information currently available to
EPA, it appears that no small or large
entities presently engage in such
activities. A SNUR requires that any
person who intends to engage in such
activity in the future must first notify
EPA by submitting a SNUN. Although
some small entities may decide to
pursue a significant new use in the
future, EPA cannot presently determine
how many, if any, there may be.
However, EPA’s experience to date is
that, in response to the promulgation of
SNURs covering over 1,000 chemicals,
the Agency receives only a small
number of notices per year. For
example, the number of SNUNs
received was seven in Federal fiscal
year (FY) 2013, 13 in FY2014, six in
FY2015, 12 in FY2016, 13 in FY2017,
and 11 in FY2018. Only a fraction of
these were from small businesses. In
addition, the Agency currently offers
relief to qualifying small businesses by
reducing the SNUN submission fee from
$16,000 to $2,800. This lower fee
reduces the total reporting and
recordkeeping of cost of submitting a
SNUN to about $10,116 for qualifying
small firms. Therefore, the potential

economic impacts of complying with
this SNUR are not expected to be
significant or adversely impact a
substantial number of small entities. In
a SNUR that published in the Federal
Register of June 2, 1997 (62 FR 29684)
(FRL-5597-1), the Agency presented its
general determination that final SNURs
are not expected to have a significant
economic impact on a substantial
number of small entities, which was
provided to the Chief Counsel for
Advocacy of the Small Business
Administration.

D. Unfunded Mandates Reform Act
(UMRA)

Based on EPA’s experience with
proposing and finalizing SNURs, State,
local, and Tribal governments have not
been impacted by these rulemakings,
and EPA does not have any reasons to
believe that any State, local, or Tribal
government will be impacted by this
action. As such, EPA has determined
that this action does not impose any
enforceable duty, contain any unfunded
mandate, or otherwise have any effect
on small governments subject to the
requirements of UMRA sections 202,
203, 204, or 205 (2 U.S.C. 1501 et seq.).

E. Executive Order 13132: Federalism

This action will not have federalism
implications because it is not expected
to have a substantial direct effect on
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999).

F. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

This action will not have Tribal
implications because it is not expected
to have substantial direct effects on
Indian Tribes, significantly or uniquely
affect the communities of Indian Tribal
governments, and does not involve or
impose any requirements that affect
Indian Tribes. Accordingly, the
requirements of Executive Order 13175
(65 FR 67249, November 9, 2000), do
not apply to this action.

G. Executive Order 13045: Protection of
Children From Environmental Health
and Safety Risks

This action is not subject to Executive
Order 13045 (62 FR 19885, April 23,
1997), because this is not an
economically significant regulatory
action as defined by Executive Order
12866, and this action does not address
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environmental health or safety risks
disproportionately affecting children.

H. Executive Order 13211: Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use

This action is not subject to Executive
Order 13211 (66 FR 28355, May 22,
2001), because this action is not a
significant regulatory action under
Executive Order 12866.

L. National Technology Transfer and
Advancement Act (NTTAA)

In addition, since this action does not
involve any technical standards,
NTTAA section 12(d), 15 U.S.C. 272
note, does not apply to this action.

J. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Populations

This action does not entail special
considerations of environmental justice
related issues as delineated by
Executive Order 12898 (59 FR 7629,
February 16, 1994).

XII. Congressional Review Act

This action is subject to the CRA (5
U.S.C. 801 et seq.), and EPA will submit
a rule report containing this rule and
other required information to each
House of the Congress and to the
Comptroller General of the United
States. This action is not a “‘major rule”
as defined by 5 U.S.C. 804(2).

List of Subjects
40 CFR Part 9

Environmental protection, Reporting
and recordkeeping requirements.

40 CFR Part 721

Environmental protection, Chemicals,
Hazardous substances, Reporting and
recordkeeping requirements.

Dated: November 12, 2020.
Tala Henry,
Deputy Director, Office of Pollution
Prevention and Toxics.

Therefore, for the reasons stated in the
preamble, 40 CFR chapter I is amended
as follows:

PART 9—[AMENDED]

m 1. The authority citation for part 9
continues to read as follows:

Authority: 7 U.S.C. 135 et seq., 136—136y;
15 U.S.C. 2001, 2003, 2005, 2006, 2601-2671;
21 U.S.C. 331j, 3464, 348; 31 U.S.C. 9701; 33
U.S.C. 1251 et seq., 1311, 1313d, 1314, 1318,
1321, 1326, 1330, 1342, 1344, 1345 (d) and
(e), 1361; E.O. 11735, 38 FR 21243, 3 CFR,
1971-1975 Comp. p. 973; 42 U.S.C. 241,
242b, 243, 246, 300f, 300g, 300g—1, 300g-2,

300g-3, 300g—4, 300g—5, 300g—6, 300j—1,
300j—2, 300j—3, 300j—4, 300j—9, 1857 et seq.,
6901-6992k, 7401-7671q, 7542, 9601-9657,
11023, 11048,

m 2.In §9.1, amend the table by adding
entries for §§721.11453 through
721.11458 in numerical order under the
undesignated center heading
“Significant New Uses of Chemical
Substances” to read as follows:

§9.1 OMB Approvals under the Paperwork
Reduction Act.

* * * * *

OMB control

40 CFR citation No.

Significant New Uses of Chemical

Substances

721.11453 2070-0012
721.11454 2070-0012
721.11455 2070-0012
721.11456 2070-0012
721.11457 2070-0012
72111458 ..., 2070-0012
* * * * *

PART 721— SIGNIFICANT NEW USES
OF CHEMICAL SUBSTANCES

m 3. The authority citation for part 721
continues to read as follows:

Authority: 15 U.S.C. 2604, 2607, and
2625(c).

m 4. Add §§ 721.11453 through
721.11458 to subpart E to read as
follows:

Subpart E—Significant New Uses for
Specific Chemical Substances

* * * * *

Sec.

721.11453 Phosphonium,
trihexyltetradecyl-, salt with 1,1,1-
trifluoro-N-[(trifluoromethyl)sulfonyl]
methanesulfonamide (1:1).

721.11454 Calcium manganese titanium
oxide.

721.11455 Rare earth oxide (generic).

721.11456 Acid-modified polyether
(generic).

721.11457 Alkenoic acid polymer with 2-
ethyl-2-(hydroxymethyl)-1,3-alkyldiol,
1,1’-methylenebis(4-
isocyantocarbomonocycle) and 3-methyl-
1,5-alkyldiol (generic).

721.11458 Bis-alkoxy substituted alkane,
polymer with aminoalkanol (generic).

* * * * *

§721.11453 Phosphonium,
trihexyltetradecyl-, salt with 1,1,1-trifluoro-
N-[(trifluoromethyl)sulfonyl]
methanesulfonamide (1:1).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
phosphonium, trihexyltetradecyl-, salt
with 1,1,1-trifluoro-N-[(trifluoromethyl)
sulfonyllmethanesulfonamide (1:1)
(PMN P-18-58; CASRN 460092—03-9)
is subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process, or use
the substance in a manner that results
in inhalation exposure.

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4), and
(c)(4) where N=11.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11454 Calcium manganese titanium
oxide.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
calcium manganese titanium oxide
(PMN P-18-126; CASRN 153728-36-0)
is subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(0). It is a
significant new use to use the substance
other than as a black pigment for
architectural paint. It is a significant
new to manufacture or import greater
than the confidential annual production
volume identified in the PMN.

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c) and (i) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
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provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(i) of this section.

§721.11455 Rare earth oxide (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as rare earth oxide (PMN P—
18-199) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.82(j).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c) and (i) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(i) of this section.

§721.11456 Acid-modified polyether
(generic).

Chemical substance and significant
new uses subject to reporting. (1) The
chemical substance identified
generically as acid-modified polyether
(PMN P-18-367) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(f) and (o). Itis a
significant new use to process the
substance to a final product formulation
of greater than 2% by weight.

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4), and
(c)(4) where N=9.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The

provisions of § 721.185 apply to this
section.

§721.11457 Alkenoic acid polymer with 2-
ethyl-2-(hydroxymethyl)-1,3-alkyldiol, 1,1’-
methylenebis(4-isocyantocarbomonocycle)
and 3-methyl-1,5-alkyldiol (generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as alkenoic acid polymer
with 2-ethyl-2-(hydroxymethyl)-1,3-
alkyldiol, 1,1’-methylenebis(4-
isocyantocarbomonocycle) and 3-
methyl-1,5-alkyldiol (PMN P-19-158) is
subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(0). It is a
significant new use to manufacture,
process, or use the substance in a
manner that results in inhalation
exposure.

(ii) Release to water. Requirements as
specified in § 721.90(a)(1), (b)(1), and
(c)(1).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11458 Bis-alkoxy substituted alkane,
polymer with aminoalkanol (generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as bis-alkoxy substituted
alkane, polymer with aminoalkanol
(PMN P-19-164) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process, or use
the substance in a manner that results
in inhalation exposure.

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4), and
(c)(4) where N=1.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in

§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

[FR Doc. 2020-26003 Filed 12-4-20; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Parts 405, 412, 413, 417, 476,
480, 484, and 495

[CMS—1735-CN]
RIN 0938-AU11

Medicare Program; Hospital Inpatient
Prospective Payment Systems for
Acute Care Hospitals and the Long-
Term Care Hospital Prospective
Payment System and Final Policy
Changes and Fiscal Year 2021 Rates;
Quality Reporting and Medicare and
Medicaid Promoting Interoperability
Programs Requirements for Eligible
Hospitals and Critical Access
Hospitals; Correction

AGENCY: Centers for Medicare &
Medicaid Services (CMS), Health and
Human Services (HHS).

ACTION: Final rule; correction.

SUMMARY: This document corrects
technical and typographical errors in
the final rule that appeared in the
September 18, 2020 issue of the Federal
Register titled ‘“Medicare Program;
Hospital Inpatient Prospective Payment
Systems for Acute Care Hospitals and
the Long-Term Care Hospital
Prospective Payment System and Final
Policy Changes and Fiscal Year 2021
Rates; Quality Reporting and Medicare
and Medicaid Promoting
Interoperability Programs Requirements
for Eligible Hospitals and Critical
Access Hospitals”.

DATES:

Effective Date: This correcting
document is effective on December 1,
2020.

Applicability Date: The corrections in
this correcting document are applicable
to discharges occurring on or after
October 1, 2020.

FOR FURTHER INFORMATION CONTACT:
Donald Thompson and Michele
Hudson, (410) 786—4487.

SUPPLEMENTARY INFORMATION:
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I. Background

In FR Doc. 2020-19637 of September
18, 2020 (85 FR 58432) there were a
number of technical and typographical
errors that are identified and corrected
in the Correction of Errors section of
this correcting document. The
corrections in this correcting document
are applicable to discharges occurring
on or after October 1, 2020, as if they
had been included in the document that
appeared in the September 18, 2020
Federal Register.

II. Summary of Errors
A. Summary of Errors in the Preamble

On the following pages: 58435
through 58436, 58448, 58451, 58453,
58459, 58464, 58471, 58479, 58487,
58495, 58506, 58509, 58520, 58529,
58531 through 58532, 58537, 58540
through 58541, 58553 through 58556,
58559 through 58560, 58580 through
58583, 58585 through 58588, 58596,
58599, 58603 through 58604, 58606
through 58607, 58610, 58719, 58734,
58736 through 58737, 58739, 58741,
58842, 58876, 58893, and 58898 through
58900, we are correcting inadvertent
typographical errors in the internal
section references.

On page 58596, we are correcting an
inadvertent typographical error in the
date of the MedPAR data used for
developing the Medicare Severity
Diagnosis-Related Group (MS-DRG)
relative weights.

On pages 58716 and 58717, we are
correcting inadvertent errors in the ICD—
10-PCS procedure codes describing the
BAROSTIM NEO® System technology.

On pages 58721 and 58723, we are
correcting inadvertent errors in the ICD—
10-PCS procedure codes describing the
Cefiderocol technology.

On page 58768, due to a conforming
change to the Rural Floor Budget
Neutrality adjustment (listed in the table
titled “Summary of FY 2021 Budget
Neutrality Factors” on page 59034) as
discussed in section IL.B. of this
correcting document and the
conforming changes to the Out-
Migration Adjustment discussed in
section II. D of this correcting document
(with regard to Table 4A), we are
correcting the 25th percentile wage
index value across all hospitals.

On page 59006, in the discussion of
Medicare bad debt policy, we are
correcting inadvertent errors in the
regulatory citations and descriptions.

B. Summary of Errors in the Addendum

On pages 59031 and 59037, we are
correcting inadvertent typographical
errors in the internal section references.

We are correcting an error in the
version 38 ICD-10 MS-DRG assignment
for some cases in the historical claims
data in the FY 2019 MedPAR files used
in the ratesetting for the FY 2021 IPPS/
LTCH PPS final rule, which resulted in
inadvertent errors in the MS—-DRG
relative weights (and associated average
length-of-stay (LOS)). Additionally, the
version 38 MS-DRG assignment and
relative weights are used when
determining total payments for purposes
of all of the budget neutrality factors
and the final outlier threshold. As a
result, the corrections to the MS-DRG
assignment under the ICD-10 MS-DRG
GROUPER version 38 for some cases in
the historical claims data in the FY 2019
MedPAR files and the recalculation of
the relative weights directly affected the
calculation of total payments and
required the recalculation of all the
budget neutrality factors and the final
outlier threshold.

In addition, as discussed in section
I1.D. of this correcting document, we
made updates to the calculation of
Factor 3 of the uncompensated care
payment methodology to reflect updated
information on hospital mergers
received in response to the final rule.
Factor 3 determines the total amount of
the uncompensated care payment a
hospital is eligible to receive for a fiscal
year. This hospital-specific payment
amount is then used to calculate the
amount of the interim uncompensated
care payments a hospital receives per
discharge. Per discharge uncompensated
care payments are included when
determining total payments for purposes
of all of the budget neutrality factors
and the final outlier threshold. As a
result, the revisions made to the
calculation of Factor 3 to address
additional merger information directly
affected the calculation of total
payments and required the recalculation
of all the budget neutrality factors and
the final outlier threshold.

We made an inadvertent error in the
Medicare Geographic Classification
Review Board (MGCRB) reclassification
status of one hospital in the FY 2021
IPPS/LTCH PPS final rule. Specifically,
CCN 050481 is incorrectly listed in
Table 2 as reclassified to its geographic
“home” of CBSA 31084. The correct
reclassification area is to CBSA 37100.
This correction necessitated the
recalculation of the FY 2021 wage index
for CBSA 37100 and affected the final
FY 2021 wage index with
reclassification. The final FY 2021 IPPS
wage index with reclassification is used
when determining total payments for
purposes of all budget neutrality factors
(except for the MS—-DRG reclassification
and recalibration budget neutrality

factor and the wage index budget
neutrality adjustment factor) and the
final outlier threshold.

Due to the correction of the
combination of errors listed previously
(corrections to the MS—DRG assignment
for some cases in the historical claims
data and the resulting recalculation of
the relative weights and average length
of stay, revisions to Factor 3 of the
uncompensated care payment
methodology, and the correction to the
MGCRB reclassification status of one
hospital), we recalculated all IPPS
budget neutrality adjustment factors, the
fixed-loss cost threshold, the final wage
indexes (and geographic adjustment
factors (GAFs)), the national operating
standardized amounts and capital
Federal rate. Therefore, we made
conforming changes to the following:

e On page 59034, the table titled
“Summary of FY 2021 Budget
Neutrality Factors”.

¢ On page 59037, the estimated total
Federal capital payments and the
estimated capital outlier payments.

e On page 59040, the calculation of
the outlier fixed-loss cost threshold,
total operating Federal payments, total
operating outlier payments, the outlier
adjustment to the capital Federal rate
and the related discussion of the
percentage estimates of operating and
capital outlier payments.

e On page 59042, the table titled
“Changes from FY 2020 Standardized
Amounts to the FY 2021 Standardized
Amounts”.

On page 59039, we are correcting a
typographical error in the total cases
from October 1, 2018 through
September 31, 2019 used to calculate
the average covered charge per case,
which is then used to calculate the
charge inflation factor.

On pages 59047 through 59048, in our
discussion of the determination of the
Federal hospital inpatient capital-
related prospective payment rate
update, due to the recalculation of the
GAFs as well as corrections to the MS—
DRG assignment for some cases in the
historical claims data and the resulting
recalculation of the relative weights and
average length of stay, we have made
conforming corrections to the capital
Federal rate, the incremental budget
neutrality adjustment factor for changes
in the GAFs, and the outlier threshold
(as discussed previously). As a result of
these changes, we also made conforming
corrections in the table showing the
comparison of factors and adjustments
for the FY 2020 capital Federal rate and
FY 2021 capital Federal rate. As we
noted in the final rule, the capital
Federal rate is calculated using
unrounded budget neutrality and outlier
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adjustment factors. The unrounded
GAF/DRG budget neutrality factors and
the unrounded outlier adjustment to the
capital Federal rate were revised
because of these errors. However, after
rounding these factors to 4 decimal
places as displayed in the final rule, the
rounded factors were unchanged from
the final rule.

On page 59057, we are making
conforming changes to the fixed-loss
amount for FY 2021 site neutral
payment rate discharges, and the high
cost outlier (HCO) threshold (based on
the corrections to the IPPS fixed-loss
amount discussed previously).

On pages 59060 and 59061, we are
making conforming corrections to the
national adjusted operating
standardized amounts and capital
standard Federal payment rate (which
also include the rates payable to
hospitals located in Puerto Rico) in
Tables 1A, 1B, 1C, and 1D as a result of
the conforming corrections to certain
budget neutrality factors and the outlier
threshold previously described.

C. Summary of Errors in the Appendices

On pages 59062, 59070, 59074
through 59076, and 59085 we are
correcting inadvertent typographical
errors in the internal section references.

On pages 59064 through 59071, 59073
and 59074, and 59092 and 59093, in our
regulatory impact analyses, we have
made conforming corrections to the
factors, values, and tables and
accompanying discussion of the changes
in operating and capital IPPS payments
for FY 2021 and the effects of certain
IPPS budget neutrality factors as a result
of the technical errors that lead to
changes in our calculation of the
operating and capital IPPS budget
neutrality factors, outlier threshold,
final wage indexes, operating
standardized amounts, and capital
Federal rate (as described in section II.B.
of this correcting document). These
conforming corrections include changes
to the following tables:

e On pages 59065 through 59069, the
table titled “Table I—Impact Analysis of
Changes to the IPPS for Operating Costs
for FY 2021”.

¢ On pages 59073 and 59074, the
table titled “Table II—Impact Analysis
of Changes for FY 2021 Acute Care
Hospital Operating Prospective Payment
System (Payments per discharge)”.

¢ On pages 59092 and 59093, the
table titled “Table IIl—Comparison of
Total Payments per Case [FY 2020
Payments Compared to Final FY 2021
payments]”.

On pages 59076 through 59079, we
are correcting the discussion of the
“Effects of the Changes to

Uncompensated Care Payments for FY
2021” for purposes of the Regulatory
Impact Analysis in Appendix A of the
FY 2021 IPPS/LTCH PPS final rule,
including the table titled “Modeled
Uncompensated Care Payments for
Estimated FY 2021 DSHs by Hospital
Type: Uncompensated Care Payments ($
in Millions)*—from FY 2020 to FY
2021 on pages 59077 and 59078, in
light of the corrections discussed in
section IL.D. of this correcting
document.

D. Summary of Errors in and
Corrections to Files and Tables Posted
on the CMS Website

We are correcting the errors in the
following IPPS tables that are listed on
pages 59059 and 59060 of the FY 2021
IPPS/LTCH PPS final rule and are
available on the internet on the CMS
website at https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/
index.html.

The tables that are available on the
internet have been updated to reflect the
revisions discussed in this correcting
document.

Table 2—Case-Mix Index and Wage
Index Table by CCN-FY 2021 Final
Rule. As discussed in section II.B. of
this correcting document, CCN 050481
is incorrectly listed as reclassified to its
home geographic area of CBSA 31084.
In this table, we are correcting the
columns titled “Wage Index Payment
CBSA” and “MGCRB Reclass” to
accurately reflect its reclassification to
CBSA 37100. This correction
necessitated the recalculation of the FY
2021 wage index for CBSA 37100. Also,
the corrections to the version 38 MS—
DRG assignment for some cases in the
historical claims data and the resulting
recalculation of the relative weights and
ALQS, corrections to Factor 3 of the
uncompensated care payment
methodology, and recalculation of all of
the budget neutrality adjustments (as
discussed in section II.B. of this
correcting document) necessitated the
recalculation of the rural floor budget
neutrality factor which is the only
budget neutrality factor applied to the
FY 2021 wage indexes. Because the
rural floor budget neutrality factor is
applied to the FY 2021 wage indexes,
we are making corresponding changes to
the wage indexes listed in Table 2. In
addition, as also discussed later in this
section, because the wage indexes are
one of the inputs used to determine the
out-migration adjustment, some of the
out migration adjustments changed.
Therefore, we are making corresponding
changes to some of the out-migration
adjustments listed in Table 2. Also, as

discussed in section II.A of this
correcting document, we made a
conforming change to the 25th
percentile wage index value across all
hospitals. Accordingly, we are making
corresponding changes to the values for
hospitals in the columns titled “FY
2021 Wage Index Prior to Quartile and
Transition”, “FY 2021 Wage Index With
Quartile”, “FY 2021 Wage Index With
Quartile and Cap” and “Out-Migration
Adjustment”. We also updated footnote
number 6 to reflect the conforming
change to the 25th percentile wage
index value across all hospitals.

Table 3.—Wage Index Table by
CBSA—FY 2021 Final Rule. As
discussed in section II.B. of this
correcting document, CCN 050481 is
incorrectly listed in Table 2 as
reclassified to its home geographic area
of CBSA 31084 instead of reclassified to
CBSA 37100. This correction
necessitated the recalculation of the FY
2021 wage index for CBSA 37100. Also,
corrections to the version 38 MS-DRG
assignment for some cases in the
historical claims data and the resulting
recalculation of the relative weights and
ALQS, corrections to Factor 3 of the
uncompensated care payment
methodology, and the recalculation of
all of the budget neutrality adjustments
(as discussed in section II.B. of this
correcting document) necessitated the
recalculation of the rural floor budget
neutrality factor which is the only
budget neutrality factor applied to the
FY 2021 wage indexes. Because the
rural floor budget neutrality factor is
applied to the FY 2021 wage indexes,
we are making corresponding changes to
the wage indexes and GAFs of all
CBSAs listed in Table 3. Specifically,
we are correcting the values and flags in
the columns titled “Wage Index”,
“GAF”, “Reclassified Wage Index”,
“Reclassified GAF”, ““State Rural
Floor”, “Eligible for Rural Floor Wage
Index’’, “Pre-Frontier and/or Pre-Rural
Floor Wage Index”, “Reclassified Wage
Index Eligible for Frontier Wage Index”’,
“Reclassified Wage Index Eligible for
Rural Floor Wage Index”, and
“Reclassified Wage Index Pre-Frontier
and/or Pre-Rural Floor”.

Table 4A.— List of Counties Eligible
for the Out-Migration Adjustment under
Section 1886(d)(13) of the Act—FY 2021
Final Rule. As discussed in section II.B.
of this correcting document, CCN
050481 is incorrectly listed in Table 2
as reclassified to its home geographic
area of CBSA 31084 instead of
reclassified to CBSA 37100. This
correction necessitated the recalculation
of the FY 2021 wage index for CBSA
37100. Also, corrections to the version
38 MS-DRG assignment for some cases
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in the historical claims data and the
resulting recalculation of the relative
weights and ALOS, corrections to Factor
3 of the uncompensated care payment
methodology, and the recalculation of
all of the budget neutrality adjustments
(as discussed in section II.B. of this
correcting document) necessitated the
recalculation of the rural floor budget
neutrality factor which is the only
budget neutrality factor applied to the
FY 2021 wage indexes. As a result, as
discussed previously, we are making
corresponding changes to the FY 2021
wage indexes. Because the wage indexes
are one of the inputs used to determine
the out-migration adjustment, some of
the out migration adjustments changed.
Therefore, we are making corresponding
changes to some of the out-migration
adjustments listed in Table 4A.
Specifically, we are correcting the
values in the column titled “FY 2021
Out Migration Adjustment”.

Table 5.—List of Medicare Severity
Diagnosis-Related Groups (MS-DRGs),
Relative Weighting Factors, and
Geometric and Arithmetic Mean Length
of Stay—FY 2021. We are correcting this
table to reflect the recalculation of the
relative weights, geometric average
length-of-stay (LOS), and arithmetic
mean LOS as a result of the corrections
to the version 38 MS—-DRG assignment
for some cases in the historical claims
data used in the calculations (as
discussed in section IL.B. of this
correcting document).

Table 7B.—Medicare Prospective
Payment System Selected Percentile
Lengths of Stay: FY 2019 MedPAR
Update—March 2020 GROUPER
Version 38 MS-DRGs. We are correcting
this table to reflect the recalculation of
the relative weights, geometric average
LOS, and arithmetic mean LOS as a
result of the corrections to the version
38 MS-DRG assignment for some cases
in the historical claims data used in the
calculations (as discussed in section
IL.B. of this correcting document).

Table 18.—FY 2021 Medicare DSH
Uncompensated Care Payment Factor 3.
For the FY 2021 IPPS/LTCH PPS final
rule, we published a list of hospitals
that we identified to be subsection (d)
hospitals and subsection (d) Puerto Rico
hospitals projected to be eligible to
receive uncompensated care interim
payments for FY 2021. As stated in the
FY 2021 IPPS/LTCH PPS final rule (85
FR 58834 and 58835), we allowed the
public an additional period after the
issuance of the final rule to review and
submit comments on the accuracy of the
list of mergers that we identified in the
final rule. Based on the comments
received during this additional period,
we are updating this table to reflect the

merger information received in response
to the final rule and to revise the Factor
3 calculations for purposes of
determining uncompensated care
payments for the FY 2021 IPPS/LTCH
PPS final rule.

We are revising Factor 3 for all
hospitals to reflect the updated merger
information received in response to the
final rule. We are also revising the
amount of the total uncompensated care
payment calculated for each DSH-
eligible hospital. The total
uncompensated care payment that a
hospital receives is used to calculate the
amount of the interim uncompensated
care payments the hospital receives per
discharge; accordingly, we have also
revised these amounts for all DSH-
eligible hospitals. These corrections will
be reflected in Table 18 and the
Medicare DSH Supplemental Data File.
Per discharge uncompensated care
payments are included when
determining total payments for purposes
of all of the budget neutrality factors
and the final outlier threshold. As a
result, these corrections to
uncompensated care payments
impacted the calculation of all the
budget neutrality factors as well as the
outlier fixed-loss cost threshold. In
section IV.C. of this correcting
document, we have made corresponding
revisions to the discussion of the
“Effects of the Changes to Medicare
DSH and Uncompensated Care
Payments for FY 2021” for purposes of
the Regulatory Impact Analysis in
Appendix A of the FY 2021 IPPS/LTCH
PPS final rule to reflect the corrections
discussed previously and to correct
minor typographical errors.

The files that are available on the
internet have been updated to reflect the
corrections discussed in this correcting
document.

III. Waiver of Proposed Rulemaking,
60-Day Comment Period, and Delay in
Effective Date

Under 5 U.S.C. 553(b) of the
Administrative Procedure Act (APA),
the agency is required to publish a
notice of the proposed rulemaking in
the Federal Register before the
provisions of a rule take effect.
Similarly, section 1871(b)(1) of the Act
requires the Secretary to provide for
notice of the proposed rulemaking in
the Federal Register and provide a
period of not less than 60 days for
public comment. In addition, section
553(d) of the APA, and section
1871(e)(1)(B)(i) of the Act mandate a 30-
day delay in effective date after issuance
or publication of a rule. Sections
553(b)(B) and 553(d)(3) of the APA
provide for exceptions from the notice

and comment and delay in effective date
APA requirements; in cases in which
these exceptions apply, sections
1871(b)(2)(C) and 1871(e)(1)(B)(ii) of the
Act provide exceptions from the notice
and 60-day comment period and delay
in effective date requirements of the Act
as well. Section 553(b)(B) of the APA
and section 1871(b)(2)(C) of the Act
authorize an agency to dispense with
normal rulemaking requirements for
good cause if the agency makes a
finding that the notice and comment
process are impracticable, unnecessary,
or contrary to the public interest. In
addition, both section 553(d)(3) of the
APA and section 1871(e)(1)(B)(ii) of the
Act allow the agency to avoid the 30-
day delay in effective date where such
delay is contrary to the public interest
and an agency includes a statement of
support.

We believe that this correcting
document does not constitute a rule that
would be subject to the notice and
comment or delayed effective date
requirements. This document corrects
technical and typographical errors in
the preamble, addendum, payment
rates, tables, and appendices included
or referenced in the FY 2021 IPPS/LTCH
PPS final rule, but does not make
substantive changes to the policies or
payment methodologies that were
adopted in the final rule. As a result,
this correcting document is intended to
ensure that the information in the FY
2021 IPPS/LTCH PPS final rule
accurately reflects the policies adopted
in that document.

In addition, even if this were a rule to
which the notice and comment
procedures and delayed effective date
requirements applied, we find that there
is good cause to waive such
requirements. Undertaking further
notice and comment procedures to
incorporate the corrections in this
document into the final rule or delaying
the effective date would be contrary to
the public interest because it is in the
public’s interest for providers to receive
appropriate payments in as timely a
manner as possible, and to ensure that
the FY 2021 IPPS/LTCH PPS final rule
accurately reflects our policies.
Furthermore, such procedures would be
unnecessary, as we are not altering our
payment methodologies or policies, but
rather, we are simply implementing
correctly the methodologies and policies
that we previously proposed, requested
comment on, and subsequently
finalized. This correcting document is
intended solely to ensure that the FY
2021 IPPS/LTCH PPS final rule
accurately reflects these payment
methodologies and policies. Therefore,
we believe we have good cause to waive
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the notice and comment and effective
date requirements. Moreover, even if
these corrections were considered to be
retroactive rulemaking, they would be
authorized under section
1871(e)(1)(A)(ii) of the Act, which
permits the Secretary to issue a rule for
the Medicare program with retroactive
effect if the failure to do so would be
contrary to the public interest. As we
have explained previously, we believe it
would be contrary to the public interest
not to implement the corrections in this
correcting document because it is in the
public’s interest for providers to receive
appropriate payments in as timely a
manner as possible, and to ensure that
the FY 2021 IPPS/LTCH PPS final rule
accurately reflects our policies.

IV. Correction of Errors

In FR Doc. 2020-19637 of September
18, 2020 (85 FR 58432), we are making
the following corrections:

A. Corrections of Errors in the Preamble

1. On page 58435, third column, third
full paragraph, line 1, the reference,
“section II.G.9.b.” is corrected to read
“section II.F.9.b.”.

2. On page 58436, first column, first
full paragraph, line 10, the reference,
“section I1.G.9.c.” is corrected to read
“section II.LF.9.c.”.

3. On page 58448, lower half of the
page, second column, first partial
paragraph, lines 19 and 20, the
reference, “section ILE.2.b.” is corrected
to read ‘“section I1.D.2.b.”.

4. On page 58451, first column, first
full paragraph, line 12, the reference,
“section II.LE.16.” is corrected to read
“section II1.D.16.”.

5. On page 58453, third column, third
full paragraph, line 13, the reference,
“section IL.E.2.b.” is corrected to read
“section I1.D.2.b.”.

6. On page 58459, first column, fourth
paragraph, line 3, the reference, “‘section
II.E.1.b.” is corrected to read ‘“‘section
I.D.1.b.”.

7. On page 58464, bottom quarter of
the page, second column, partial
paragraph, lines 4 and 5, the phrase
“and section II.LE.15. of this final rule,”
is corrected to read “and this final
rule,”.

8. On page 58471, first column, first
partial paragraph, lines 12 and 13, the
reference, “‘section IL.E.15.” is corrected
to read ‘“‘section I1.D.15.”.

9. On page 58479, first column, first
partial paragraph:

a. Line 6, the reference, ‘““section
II.E.16.” is corrected to read ‘“‘section
11.D.16.”.

b. Line 15, the reference, ‘“section
IL.LE.1.b.” is corrected to read ‘‘section
II.D.1.b.”.

10. On page 58487, first column, first
full paragraph, lines 20 through 21, the
reference, “section I1.LE.12.b.” is
corrected to read “‘section I1.D.12.b.”.

11. On page 58495, middle of the
page, third column, first full paragraph,
line 5, the reference, ‘“‘section II.LE.1.b.”
is corrected to read ‘“‘section I1.D.1.b.”.

12. On page 58506:

a. Top half of the page, second
column, first full paragraph, line 8, the
reference, “section IL.E.1.b.” is corrected
to read “section I1.D.1.b.”.

b. Bottom half of the page:

(1) First column, first paragraph, line
5, the reference, ‘“‘section IL.E.1.b.” is
corrected to read “section IL.D.1.b.”.

(2) Second column, third full
paragraph, line 5, the reference, “‘section
II.LE.1.b.” is corrected to read ‘“‘section
II.D.1.b.”.

13. On page 58509:

a. First column, last paragraph, last
line, the reference, ‘“‘section ILE.2.” is
corrected to read ‘‘section I1.D.2.”.

b. Third column, last paragraph, line
5, the reference, “‘section ILE.1.b.” is
corrected to read “‘section I.D.1.b.”.

14. On page 58520, second column,
second full paragraph, line 22, the
reference, ‘“‘section IL.LE.11.” is corrected
to read “section I1.D.11.”.

15. On page 58529, bottom half of the
page, first column, last paragraph, lines
11 and 12, the reference, “section
II.LE.12.a.” is corrected to read ‘“‘section
II.D.12.a.”.

16. On page 58531:

a. Top of the page, second column,
last paragraph, line 3, the reference,
“section II.E.4.” is corrected to read
“section I1.D.4.”.

b. Bottom of the page, first column,
last paragraph, line 3, the reference,
“section II.LE.16.” is corrected to read
“section II1.D.16.”".

17. On page 58532, top of the page,
second column, first partial paragraph,
line 5, the reference, ‘““section I1.E.4.” is
corrected to read “‘section I.D.4.”.

18. On page 58537:

a. Second column, last paragraph, line
6, the reference, “‘section II.LE.11.c.5.” is
corrected to read ‘“‘section II.D.11.c.(5).”.

b. Third column, fifth paragraph:

(1) Lines 8 and 9, the reference,
“section II.LE.11.c.1.” is corrected to read
“section I1.D.11.c.(1).”.

(2) Line 29, the reference, “section
II.E.11.c.1.” is corrected to read “section
II.D.11.c.(1).”.

19. On page 58540, first column, first
partial paragraph, line 19, the reference,
“section II.LE.13.” is corrected to read
“section I1.D.13.”.

20. On page 58541, second column,
first partial paragraph, lines 9 and 10,
the reference, “section II.LE.1.b.” is
corrected to read “section I.D.1.b.”.

21. On page 58553, second column,
third full paragraph, line 20, the
reference, ‘“‘section I.E.16.” is corrected
to read ‘““‘section I1.D.16.”.

22. On page 58554, first column, fifth
full paragraph, line 1, the reference,
“section II.E.13.” is corrected to read
“section I1.D.13.”.

23. On page 58555, second column,
fifth full paragraph, lines 8 and 9, the
reference, “‘section II.LE.13.” is corrected
to read “‘section I1.D.13.”.

24. On page 58556:

a. First column, first partial
paragraph, line 5, the reference, ‘“‘section
IL.LE.16.” is corrected to read ‘‘section
1I.D.16.”.

b. Second column, first full
paragraph:

(1) Line 6, the reference, “section
II.E.16.” is corrected to read ‘‘section
II.D.16.”.

(2) Line 38, the reference, “section
II.LE.16.” is corrected to read ‘“‘section
11.D.16.”.

25. On page 58559, bottom half of the
page, third column, first full paragraph,
line 21, the reference, “section
II.LE.12.c.” is corrected to read “section
II.D.12.c.”.

26. On page 58560, first column, first
full paragraph, line 14, the reference,
“section II.LE.16.” is corrected to read
“section I11.D.16.”.

27. On page 58580, third column, last
paragraph, line 3, the reference, “‘section
II.E.13. of this final rule,” is corrected to
read ‘“this final rule,”.

28. On page 58581:

a. Middle of the page:

(1) First column, first paragraph, line
3, the reference, “section ILE.13. of this
final rule,” is corrected to read ‘‘this
final rule,”.

(2) Third column, last paragraph, line
3, the reference, “section IL.E.13. of this
final rule,” is corrected to read ‘““this
final rule,”.

b. Bottom of the page, third column,
last paragraph, line 3, the reference,
“section II.E.13. of this final rule,” is
corrected to read “this final rule,”.

29. On page 58582:

a. Middle of the page:

(1) First column, first paragraph, line
3, the reference, “‘section II.E.13. of this
final rule,” is corrected to read ‘‘this
final rule,”.

(2) Third column, first full paragraph,
line 3, the reference, “section ILE.13. of
this final rule,” is corrected to read ‘‘this
final rule,”.

b. Bottom of the page, second column,
first full paragraph, lines 2 and 3, the
reference, “in section IL.E.13. of this
final rule,” is corrected to read ‘‘this
final rule,”.

30. On page 58583:

a. Top of the page, second column,
last paragraph, line 3, the reference,
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“section II.E.13. of this final rule,” is
corrected to read ‘“this final rule,”.

b. Bottom of the page:

(1) First column, last paragraph, line
3, the reference, “in section IL.LE.13. of
this final rule,” is corrected to read ‘““this
final rule,”.

(2) Third column, last paragraph, line
3, the reference, “‘section II.E.13. of this
final rule,” is corrected to read ‘““this
final rule,”.

31. On page 58585, top of the page,
third column, last paragraph, lines 3
and 4, the reference, “in section IL.E.13.
of this final rule,” is corrected to read
“this final rule,”.

32. On page 58586:

a. Second column, last partial
paragraph, line 4, the reference, “section
IL.LE.2.b.” is corrected to read “section
I.D.2.b.”.

b. Third column:

(1) First partial paragraph:

(a) Lines 12 and 13, the reference, “‘in
section IL.E.2.b. of this final rule,” is
corrected to read ‘this final rule,”.

(b) Lines 20 and 21, the reference, “in
section IL.E.8.a. of this final rule,” is
corrected to read ‘“this final rule,”.

(2) Last partial paragraph:

(a) Line 3, the reference, ‘“‘section
II.E.4. of this final rule,” is corrected to
read “‘this final rule,”.

(b) Line 38, the reference, ‘“‘section
II.E.7.b. of this final rule,” is corrected
to read ‘“‘this final rule,”.

33. On page 58587:

a. Top of the page, second column,
partial paragraph, line 7, the reference,
“section IL.E.8.a. of this final rule,” is
corrected to read ‘“this final rule,”.

b. Bottom of the page:

(1) Second column, last partial
paragraph, line 3, the reference, ““section
II.LE.2.b.” is corrected to read ““section
II.D.2.b.”.

(2) Third column, first partial
paragraph, line 1, the reference, ““section
II.LE.8.a.” is corrected to read ““‘section
1.D.8.a.”.

34. On page 58588, first column:

a. First full paragraph, line 3, the
reference, “section IL.LE.4.” is corrected
to read ‘“‘section I1.D.4.”.

b. Third full paragraph, line 3, the
reference, “section IL.LE.7.b.” is corrected
to read ‘““section I1.D.7.b.”.

c. Fifth full paragraph, line 3, the
reference, “section II.LE.8.a.” is corrected
to read ‘““section II.D.8.a.”.

35. On page 58596:

a. First column:

(1) First full paragraph, line 1, the
reference, “section IL.E.5.a.” is corrected
to read “section II.D.5.a.”.

(2) Last paragraph, line 5, the
reference, “section ILE.1.b.” is corrected
to read ‘““section I1.D.1.b.”.

¢. Second column, first full paragraph,
line 14, the date ‘“March 31, 2019” is
corrected to read “March 31, 2020”.

36. On page 58599, first column,
second full paragraph, line 1, the
reference, ‘“‘section IL.E.2.b.” is corrected
to read “section I1.D.2.b.”.

37. On page 58603, first column:

a. First partial paragraph, line 13, the
reference, ‘“‘section I1.G.1.a.(2).b.” is
corrected to read ‘“‘section
II.F.1.a.(2).b.”.

b. Last partial paragraph, line 21, the
reference, ‘“‘section I1.G.1.a.(2).b.” is
corrected to read ‘‘section
II.F.1.a.(2).b.”.

38. On page 58604, third column, first
partial paragraph, line 38, the reference,
“section II.LE.2.b.” is corrected to read
“section I1.D.2.b.”.

39. On page 58606:

a. First column, second partial
paragraph, line 13, the reference,
“section II1.G.9.b.” is corrected to read
“section II.LF.9.b.”.

b. Second column:

(1) First partial paragraph, line 3, the
reference, “section I1.G.9.b.” is corrected
to read “‘section II.F.9.b.”.

(2) First full paragraph:

(a) Line 29, the reference, ‘‘section
I1.G.8.” is corrected to read “section
II.F.8.”.

(b) Line 36, “section II.G.8.” is
corrected to read ‘“‘section ILF.8.”.

e. Third column, first full paragraph:

(1) Lines 4 and 5, the reference,
“section II1.G.9.b.” is corrected to read
section “II.LF.9.b.”.

(2) Line 13, the reference ‘““‘section
I1.G.9.b.” is corrected to read ““section
II.F.9.b.”.

40. On page 58607:

a. First column, first full paragraph:

(1) Line 7, the reference, ““‘section
I1.G.9.b.” is corrected to read ‘“‘section
II.F.9.b.”.

(2) Line 13, the reference, ‘“‘section
I1.G.9.b.” is corrected to read “section
II.F.9.b.”.

c. Second column, first partial
paragraph:

(1) Line 20, the reference, ‘““‘section
I1.G.9.c.” is corrected to read “‘section
ILF.9.c.”.

(2) Line 33, the reference, ‘““‘section
I1.G.9.c.” is corrected to read “section
ILF.9.c.”.

41. On page 58610:

a. Second column, last partial
paragraph, lines 1 and 16, the reference,
“section II.E.2.b.” is corrected to read
“section I1.D.2.b.”.

b. Third column, first partial
paragraph:

(1) Line 6, the reference, “section
II.G.1.a.(2).b.” is corrected to read
“section II.F.1.a.(2)b.”

(2) Lines 20 and 21, the reference,
“section I1.G.1.a.(2)b.” is corrected to
read ‘‘section II.F.1.a.(2)b.”.

42. On page 58716, first column,
second full paragraph, lines 14 through
19, the phrase, “with 03HKOMZ
(Insertion of stimulator lead into right
internal carotid artery, open approach)
or 03HLOMZ (Insertion of stimulator
lead into left internal carotid artery,
open approach)” is corrected to read
“with 03HK3MZ (Insertion of stimulator
lead into right internal carotid artery,
percutaneous approach) or 03HL3MZ
(Insertion of stimulator lead into left
internal carotid artery, percutaneous
approach).”.

43. On page 58717, first column, first
partial paragraph, line 5, the phrase,
“with 03HKOMZ or 03HLOMZ” is
corrected to read “with 03HK3MZ or
03HL3MZ.”

44. On page 58719:

a. First column, last partial paragraph,
line 12, the reference, ‘““section II.G.8.”
is corrected to read “section IL.F.8.”.

b. Third column, first partial
paragraph, line 15, the reference,
“section I1.G.8.” is corrected to read
“section IL.F.8.”.

45. On page 58721, third column,
second full paragraph, line 17, the
phrase, “XW03366 or XW04366” is
corrected to read “XWO033A6
(Introduction of cefiderocol anti-
infective into peripheral vein,
percutaneous approach, new technology
group 6) or XW043A6 (Introduction of
cefiderocol anti-infective into central
vein, percutaneous approach, new
technology group 6).”.

46. On page 58723, second column,
first partial paragraph, line 14, the
phrase, “procedure codes XW03366 or
XW04366” is corrected to read
“procedure codes XW033A6 or
XWO043A6.”

47. On page 58734, third column,
second full paragraph, line 26, the
reference, “section I1.G.9.b.” is corrected
to read “‘section ILF.9.b.”.

48. On page 58736, second column,
first full paragraph, line 27, the
reference, “I1.G.9.b.” is corrected to read
“ILF.9.b.”.

49. On page 58737, third column, first
partial paragraph, line 5, the reference,
“section I1.G.1.d.” is corrected to read
“section ILF.1.d.”.

50. On page 58739, third column, first
full paragraph, line 21, the reference,
“section I1.G.8.” is corrected to read
“section ILF.8.”.

51. On page 58741, third column,
second partial paragraph, line 17, the
reference, “section I1.G.9.a.” is corrected
to read “‘section I.F.9.a.”.
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52. On page 58768, third column, first
partial paragraph, line 3, the figure
“0.8465” is corrected to read ‘“0.8469”.

53. On page 58842, second column,
first full paragraph, lines 19 and 35, the
reference, “‘section IL.LE.2.b.” is corrected
to read ‘“section I1.D.2.b.”.

54. On page 58876, first column, first
full paragraph, line 18, the reference,
“section II.E.” is corrected to read
“section I.D.”.

55. On page 58893, first column,
second full paragraph, line 5, the
reference, “section IL.LE.2.b.” is corrected
to read ‘““section II1.D.2.b.”.

56. On page 58898, third column, first
full paragraph, line 9, the reference,
“section ILE.” is corrected to read
“section II.D.”.

57. On page 58899, third column, first
full paragraph, line 24, the reference,

“section IL.LE.1.” is corrected to read
“section I1.D.1.”.

58. On page 58900, first column, third
paragraph, line 26, the reference,
“section II.LE.” is corrected to read
“section I.D.”.

59. On page 59006, second column,
second full paragraph:

a. Line 4, the regulation citation,
“(c)(3)(i)” is corrected to read
“(e)()(i)”.

b. Line 12, the regulation citation,
“(c)(3)(ii)” is corrected to read
“(c)(2)(1)”.

c. Lines 17 and 18, the phrase
“charged to an uncollectible receivables
account” is corrected to read, ‘“‘recorded
as an implicit price concession”.

B. Correction of Errors in the Addendum
1. On page 59031:

a. First column:

(1) First full paragraph, line 7, the
reference, “section “IL.G.” is corrected
to read ‘““section ILE.”.

(2) Second partial paragraph, lines 26
and 27, the reference, ‘“‘section II.G.” is
corrected to read ‘“‘section ILE.”.

b. Second column, first partial
paragraph:
(1) Line 5, the reference, “section

II.LE.2.b.” is corrected to read ‘“‘section
II.D.2.b.”.

(2) Line 22, the reference, ‘“‘section
IL.LE.2.b.” is corrected to read ““‘section
I.D.2.b.”.

2. On page 59034, at the top of the
page, the table titled “Summary of FY
2021 Budget Neutrality Factors” is
corrected to read:

Summary of FY 2021 Budget Neutrality Factors
MS-DRG Reclassification and Recalibration Budget Neutrality Factor 0.997975
Wage Index Budget Neutrality Factor 1.000447
Reclassification Budget Neutrality Factor 0.986616
*Rural Floor Budget Neutrality Factor 0.993446
Rural Demonstration Budget Neutrality Factor 0.999626
Stem Cell Acquisition Budget Neutrality Factor 0.999847
Low Wage Index Hospital Policy Budget Neutrality Factor 0.997970
Transition Budget Neutrality Factor 0.998851

*The rural floor budget neutrality factor is applied to the national wage indexes while the rest of the budget
neutrality adjustments are applied to the standardized amounts.

3. On page 59037, second column:

a. First full paragraph, line 4, the
phrase “(estimated capital outlier
payments of $429,431,834 divided by
(estimated capital outlier payments of
$429,431,834 plus the estimated total
capital Federal payment of
$7,577,697,269))” is corrected to read:
“(estimated capital outlier payments of
$429,147,874 divided by (estimated
capital outlier payments of
$429,147,874 plus the estimated total

capital Federal payment of
$7,577,975,637))”

b. Last partial paragraph, line 8, the
reference, ‘““section IL.E.2.b.” is corrected
to read “‘section I1.D.2.b.”.

4. On page 59039, third column, last
paragraph, lines 18 and 19, the phrase
9,519,120 cases” is corrected to
9,221,466 cases’.

5. On page 59040:

a. Top of the page, third column:

(1) First partial paragraph:

(a) Line 9, the figure “$29,051” is
corrected to read “$29,064”.

(b) Line 11, the figure
“$4,955,813,978” is corrected to read
“$4,951,017,650”

(c) Line 12, the figure
“$92,027,177,037” is corrected to read
“$91,937,666,182"".

(d) Line 26, the figure “$29,108” is
corrected to read “$29,121”.
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b. Bottom of the page, the untitled
table is corrected to read as follows:

reflects our” is corrected to read
“threshold for FY 2021 of $29,064
(which reflects our”.

(e) Line 33, the figure “$29,051” is
corrected to read “$29,064”.

(2) First full paragraph, line 11, the
phrase “threshold for FY 2021 (which

Operating
Standardized Amounts Capital Federal Rate”
National 0.949 0.946604

*The adjustment factor for the capital Federal rate includes an adjustment to the estimated percentage of
FY 2021 capital outlier payments for capital outlier reconciliation, as discussed previously and in section

I1.LA.4.j.(1). in the Addendum to this final rule.

6. On pages 59042, the table titled
“CHANGES FROM FY 2020
STANDARDIZED AMOUNTS TO THE

is corrected to read as follows:

FY 2021 STANDARDIZED AMOUNTS”

CHANGES FROM FY 2020 STANDARDIZED AMOUNTS TO THE FY 2021
STANDARDIZED AMOUNTS

Hospital Submitted
Quality Data and is a
Meaningful EHR User

Hospital Submitted
Quality Data and is NOT
a Meaningful EHR User

Hospital Did NOT Submit
Quality Data and is a
Meaningful EHR User

Hospital Did NOT Submit
Quality Data and is NOT
a Meaningful EHR User

FY 2021 Base Rate after removing:

1. FY 2020 Geographic Reclassification
Budget Neutrality (0.985447)

2. FY 2020 Operating Outlier Offset
(0.949)

3. FY 2020 Rural Demonstration Budget
Neutrality Factor (0.999771)

4. FY 2020 Lowest Quartile Budget
Neutrality Factor (0.997984)

If Wage Index is Greater
Than 1.0000:
Labor (68.3%): $4,247.95
Nonlabor (31.7%):
$1,971.59

If Wage Index is Greater
Than 1.0000:
Labor (68.3%): $4,247.95
Nonlabor (31.7%):
$1,971.59

If Wage Index is Greater
Than 1.0000:
Labor (68.3%): $4,247.95
Nonlabor (31.7%):
$1,971.59

If Wage Index is Greater
Than 1.0000:
Labor (68.3%): $4,247.95
Nonlabor (31.7%):
$1,971.59

If Wage Index is less Than

or Equal to 1.0000:
Labor (62%): $3,856.11
Nonlabor (38%):

If Wage Index is less Than
or Equal to 1.0000:

Labor (62%) $3,856.11
Nonlabor (38%): $2,363.43

If Wage Index is less Than

or Equal to 1.0000:
Labor (62%): $3,856.11
Nonlabor (38%):

If Wage Index is less Than

or Equal to 1.0000:
Labor (62%): $3,856.11
Nonlabor (38%):

5. FY 2020 Transition Budget Neutrality $2,363.43 $2,363.43 $2,363.43
Factor (0.998835)

FY 2021 Update Factor 1.024 1.006 1.0180 1
FY 2021 MS-DRG Reclassification and

Recalibration Budget Neutrality Factor 0.997975 0.997975 0.997975 0.997975
FY 2021 Wage Index Budget Neutrality

Factor 1.000447 1.000447 1.000447 1.000447
FY 2021 Reclassification Budget

Neutrality Factor 0.986616 0.986616 0.986616 0.986616
FY 2021 Rural Demonstration Budget

Neutrality Factor 0.999626 0.999626 0.999626 0.999626
FY 2021 Stem Cell Acquisition Budget

Neutrality Factor 0.999847 0.999847 0.999847 0.999847
FY 2021 Lowest Quartile Budget

Neutrality Factor 0.997970 0.997970 0.997970 0.997970
FY 2021 Transition Budget Neutrality

Factor 0.998851 0.998851 0.998851 0.998851
FY 2021 Operating Outlier Factor 0.949 0.949 0.949 0.949
Adjustment for FY 2021 Required under

Section 414 of Pub. L. 114-10 (MACRA) 1.005 1.005 1.005 1.005

National Standardized Amount for FY
2021 if Wage Index is Greater Than
1.0000; Labor/Non-Labor Share
Percentage (68.3/31.7)

Labor: $4,071.57
Nonlabor: $1,889.74

Labor: $4000.00
Nonlabor: $1,856.52

Labor: $4,047.71
Nonlabor: $1,878.67

Labor: $3,976.14
Nonlabor: $1,845.45

National Standardized Amount for FY
2021 if Wage Index is Less Than or
Equal to 1.0000; Labor/Non-Labor
Share Percentage (62/38)

Labor: $3,696.01
Nonlabor: $2,265.30

Labor: $3,631.04
Nonlabor: $2,225.48

Labor: $3,674.36
Nonlabor: $2,252.02

Labor: $3,609.39
Nonlabor: $2,212.20
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7. On page 59047:

a. Second column:

(1) Second full paragraph, line 43, the
figure “0.9984” is corrected to read
“0.9983”.

(2) Last paragraph:

(a) Line 17, the figure “0.9984" is
corrected to read “0.9983”".

(b) Line 18, the figure “0.9984” is
corrected to read “0.9983”.
b. Third column:

(1) Third paragraph, line 4, the figure
€“0.9984” is corrected to read “0.9983”.
(2) Last paragraph, line 9, the figure
“$466.22" is corrected to read

“$466.21".

8. On page 59048:

a. The chart titled “COMPARISON OF
FACTORS AND ADJUSTMENTS: FY
2020 CAPITAL FEDERAL RATE AND
THE FY 2021 CAPITAL FEDERAL
RATE” is corrected to read as follows:

FY 2020 FY 2021 Change Percent Change
Update Factor! 1.0150 1.0110 1.0110 1.10
GAF/DRG Adjustment Factor! 0.9948 0.9971 0.9971 -0.29
Outlier Adjustment Factor? 0.9463 0.9466 1.0003 0.03
Capital Federal Rate $462.33 $466.21 1.0084 0.84°

! The update factor and the GAF/DRG budget neutrality adjustment factors are built permanently into the capital
Federal rates. Thus, for example, the incremental change from FY 2020 to FY 2021 resulting from the application
of the 0.9971 GAF/DRG budget neutrality adjustment factor for FY 2021 is a net change of 0.9971 (or —0.29

percent).

2 The outlier reduction factor is not built permanently into the capital Federal rate; that is, the factor is not applied
cumulatively in determining the capital Federal rate. Thus, for example, the net change resulting from the
application of the FY 2021 outlier adjustment factor is 0.9466/0.9463 or 1.0003 (or 0.03 percent).

3 Percent change may not sum due to rounding.

b. Lower half of the page, first
column, second full paragraph, last line,
the figure “$29,051” is corrected to read
“$29,064”.

9. On page 59057, second column,
second full paragraph:

a. Line 11, the figure “$29,051" is
corrected to read “$29,064”.

b. Last line, the figure “$29,051" is
corrected to read “$29,064”.

10. On page 59060, the table titled
“TABLE 1A—NATIONAL ADJUSTED
OPERATING STANDARDIZED

AMOUNTS, LABOR/NONLABOR (68.3
PERCENT LABOR SHARE/31.7
PERCENT NONLABOR SHARE IF
WAGE INDEX IS GREATER THAN 1)
—FY 2021” is corrected to read as
follows:

TABLE 1A.—NATIONAL ADJUSTED OPERATING STANDARDIZED AMOUNTS,
LABOR/NONLABOR (68.3 PERCENT LABOR SHARE/31.7 PERCENT NONLABOR
SHARE IF WAGE INDEX IS GREATER THAN 1)--FY 2021

Hospital Submitted Hospital Did NOT Hospital Did NOT
Hospital Submitted Quality Data and is Submit Quality Data | Submit Quality Data
Quality Data and is a NOT a Meaningful and is a Meaningful and is NOT a
Meaningful EHR EHR User EHR User Meaningful EHR
User (Update = (Update = (Update = User
2.4 Percent) 0.6 Percent) 1.8 Percent) (Update = 0 Percent)
Labor Nonlabor Labor Nonlabor Labor Nonlabor Labor Nonlabor
$4,071.57 | $1.889.74 | $4,000.00 | $1,856.52 | $4,047.71 | $1,878.67 | $3,976.14 | $1,845.45

SHARE IF WAGE INDEX IS LESS
THAN OR EQUAL TO 1)—FY 2021” is
corrected to read as follows:

STANDARDIZED AMOUNTS, LABOR/
NONLABOR (62 PERCENT LABOR
SHARE/38 PERCENT NONLABOR

11. On page 59061, top of the page:
a. The table titled “TABLE 1B—
NATIONAL ADJUSTED OPERATING
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TABLE 1B.—NATIONAL ADJUSTED OPERATING STANDARDIZED AMOUNTS,
LABOR/NONLABOR (62 PERCENT LABOR SHARE/38 PERCENT NONLABOR
SHARE IF WAGE INDEX IS LESS THAN OR EQUAL TO 1)—FY 2021

Hospital Did NOT Hospital Did NOT
Hospital Submitted Hospital Submitted Submit Quality Data | Submit Quality Data
Quality Data and is a Quality Data and is and is a Meaningful and is NOT a
Meaningful EHR NOT a Meaningful EHR User Meaningful EHR
User (Update =2.4 EHR User (Update =1.8 User
Percent) (Update = 0.6 Percent) Percent) (Update =0 Percent)
Labor Nonlabor Labor Nonlabor Labor Nonlabor Labor Nonlabor
$3,696.01 | $2,265.30 | $3,631.04 $2,225.48 | $3,674.36 | $2,252.02 | $3,609.39 | $2,212.20

b. The table titled “Table 1C—
ADJUSTED OPERATING
STANDARDIZED AMOUNTS FOR
HOSPITALS IN PUERTO RICO,

LABOR/NONLABOR (NATIONAL: 62 1)—FY 2021” is corrected to read as
PERCENT LABOR SHARE/38 PERCENT follows:

NONLABOR SHARE BECAUSE WAGE

INDEX IS LESS THAN OR EQUAL TO

TABLE 1C.—ADJUSTED OPERATING STANDARDIZED AMOUNTS FOR
HOSPITALS IN PUERTO RICO, LABOR/NONLABOR (NATIONAL: 62 PERCENT
LABOR SHARE/38 PERCENT NONLABOR SHARE BECAUSE WAGE INDEX IS
LESS THAN OR EQUAL TO 1) FY 2021

Rates if Wage Index is Greater Rates if Wage Index is Less
Than 1 Than or Equal to 1
Standardized Amount Labor Nonlabor Labor Nonlabor
National' Not Applicable | Not Applicable $3,696.01 $2,265.30

"For FY 2021, there are no CBSAs in Puerto Rico with a national wage index greater than 1.

c. The table titled “TABLE 1D—
CAPITAL STANDARD FEDERAL

PAYMENT RATE—FY 2021 is
corrected to read as follows:

TABLE 1D—CAPITAL STANDARD FEDERAL PAYMENT RATE—FY 2021

Rate
466.21

National

b. Line 11, the reference “section
I1.G.6.” is corrected to read “‘section
IIL.F.6.”

3. On page 59064, third column,
second full paragraph, last line, the
figures “2,049, and 1,152” are corrected
to read 2,050 and 1,151".

C. Corrections of Errors in the

4. On page 59065 through 59069, the
Appendices

table and table notes for the table titled
“TABLE I.—.IMPACT ANALYSIS OF
CHANGES TO THE IPPS FOR
OPERATING COSTS FOR FY 2021 are
corrected to read as follows:

BILLING CODE 4120-01-P

1. On page 59062, first column,
second full paragraph:

a. Line 9, the reference ‘‘sections
II.G.5. and 6.” is corrected to read
“sections IL.F.5. and 6.”
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5. On page 59070:

a. First column:

(1) Third full paragraph:

(a) Line 1, the reference, ‘‘section
ILE.” is corrected to read ‘“section II.D.”.

(b) Line 11, the section reference
“II.G.” is corrected to read “ILE.”.

(2) Fourth full paragraph, line 6, the
figure “0.99798” is corrected to read
“0.997975”.

b. Third column, first full paragraph,
line 26, the figure “1.000426” is
corrected to read “1.000447”.

6. On page 59071, lower half of the
page:

a. First column, third full paragraph,
line 6, the figure “0.986583" is
corrected to read “0.986616”.

b. Second column, second full
paragraph, line 5, the figure “0.993433”
is corrected to read ‘“0.993446"".

c. Third column, first partial
paragraph, line 2, the figure “0.993433”
is corrected to read ‘0.993446”".

7. On page 59073 and 59074, the table
titled “TABLE II.—.IMPACT ANALYSIS
OF CHANGES FOR FY 2021 ACUTE
CARE HOSPITAL OPERATING
PROSPECTIVE PAYMENT SYSTEM
(PAYMENTS PER DISCHARGE)” is
corrected to read as follows:

BILLING CODE 4120-01-P



Federal Register/Vol. 85, No. 235/Monday, December 7, 2020/Rules and Regulations 78763
TABLE IL.--IMPACT ANALYSIS OF CHANGES FOR FY 2021 ACUTE CARE
HOSPITAL OPERATING PROSPECTIVE PAYMENT SYSTEM
(PAYMENTS PER DISCHARGE)

Estimated
Average Estimated
FY 2020 Average
Number Payment FY 2021
of Per Payment Per FY 2021
Hospitals | Discharge Discharge Changes
(1) @) @) )
All Hospitals 3,201 13,494 13,829 2.5
By Geographic Location:
Urban hospitals 2,462 13,865 14,213 2.5
Rural hospitals 739 10,053 10,269 2.2
Bed Size (Urban):
0-99 beds 635 10,958 11,176 2
100-199 beds 756 11,334 11,612 2.4
200-299 beds 426 12,598 12,907 2.5
300-499 beds 422 13,914 14,252 2.4
500 or more beds 223 17,120 17,582 2.7
Bed Size (Rural):
0-49 beds 312 8,847 9,020 2
50-99 beds 254 9,566 9,768 2.1
100-149 beds 95 9,871 10,087 2.2
150-199 beds 39 10,697 10,939 2.3
200 or more beds 39 11,560 11,819 2.3
Urban by Region:
New England 112 14,860 15,264 2.7
Middle Atlantic 305 15,700 16,148 2.9
East North Central 381 13,004 13,325 2.5
West North Central 160 13,378 13,641 2
South Atlantic 402 12,319 12,627 2.5
East South Central 144 11,764 12,043 2.4
West South Central 364 12,948 13,267 2.5
Mountain 172 14,077 14,327 1.8
Pacific 372 17,290 17,760 2.7
Puerto Rico 50 11,902 12,122 1.9
Rural by Region:
New England 19 13,953 14,292 2.4
Middle Atlantic 50 9,734 9,951 2.2
East North Central 114 10,344 10,569 2.2
West North Central 89 10,525 10,732 2
South Atlantic 114 9,449 9,633 1.9
East South Central 144 8,976 9,187 2.4
West South Central 136 8,764 8,954 2.2
Mountain 49 12,065 12,325 2.2
Pacific 24 13,562 13,853 2.1
By Payment Classification:
Urban hospitals 2,050 13,490 13,826 2.5
Rural areas 1,151 13,502 13,836 2.5
Teaching Status:
Nonteaching 2,037 10,953 11,198 2.2
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Estimated
Average Estimated
FY 2020 Average
Number Payment FY 2021
of Per Payment Per FY 2021
Hospitals | Discharge Discharge Changes
a () 3 (C)
Fewer than 100 residents 907 12,702 13,016 2.5
100 or more residents 257 19,663 20,204 2.8
Urban DSH:
Non-DSH 505 11,498 11,750 2.2
100 or more beds 1,290 13,965 14,317 2.5
Less than 100 beds 351 10,158 10,367 2.1
Rural DSH:
SCH 259 11,061 11,293 2.1
RRC 544 14,123 14,485 2.6
100 or more beds 36 13,473 13,785 2.3
Less than 100 beds 216 8,310 8,495 2.2
Urban teaching and DSH:
Both teaching and DSH 739 15,169 15,562 2.6
Teaching and no DSH 74 12,368 12,670 2.4
No teaching and DSH 902 11,346 11,608 2.3
No teaching and no DSH 335 10,658 10,892 2.2
Special Hospital Types:
RRC 483 14,208 14,575 2.6
SCH 304 11,995 12,250 2.1
MDH 145 9,086 9,272 2
SCH and RRC 149 12,353 12,616 2.1
MDH and RRC 25 10,426 10,666 2.3
Type of Ownership:
Voluntary 1,885 13,536 13,874 2.5
Proprietary 827 11,834 12,118 2.4
Government 488 15,496 15,882 2.5
Medicare Utilization as a Percent of Inpatient Days:
0-25 641 16,600 17,028 2.6
25-50 2,114 13,136 13,462 2.5
50-65 373 10,711 10,948 2.2
Over 65 49 7,899 8,035 1.7
FY 2021 Reclassifications by the Medicare
Geographic Classification Review Board:
All Reclassified Hospitals 901 13,544 13,899 2.6
Non-Reclassified Hospitals 2,300 13,465 13,788 2.4
Urban Hospitals Reclassified 722 14,256 14,633 2.6
Urban Nonreclassified Hospitals 1,752 13,611 13,940 2.4
Rural Hospitals Reclassified Full Year 309 10,230 10,454 2.2
Rural Nonreclassified Hospitals Full Year 418 9,786 9,991 2.1
All Section 401 Reclassified Hospitals: 466 14,740 15,117 2.6
Other Reclassified Hospitals (Section 1886(d)(8)(B)) 54 9,430 9,628 2.1
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78765

8. On page 59074, bottom of the page,
second column, last partial paragraph,
line 1, the reference ‘““section I1.G.9.b.”
is corrected to read “‘section ILF.9.b.”.

9. On page 59075:

a. First column:

(1) First full paragraph, line 1, the
reference ““‘section II1.G.9.c.” is corrected
to read “‘section IL.F.9.c.”.

(2) Last partial paragraph:

(i) Line 1, the reference ‘“‘section

I1.G.4.” is corrected to read ‘“‘section
II.F.4.”.

(ii) Line 11, the reference ‘‘section
I1.G.4.” is corrected to read ‘“‘section
ILF.4.”.

b. Third column:

(1) First full paragraph:

(i) Line 1, the reference ‘“sections
I1.G.5. and 6.” is corrected to read
“sections IL.F.5. and 6.”.

(ii) Line 12, the reference ‘‘section
II.H.6.” is corrected to read ‘‘section
ILF.6.”.

(2) Last paragraph, line 1, the
reference ‘‘section II.G.6.” is corrected
to read “‘section IL.F.6.”.

10. On page 59076, first column, first
partial paragraph, lines 2 and 3, the
reference ‘‘section II1.G.9.c.” is corrected
to read ‘““section IL.F.9.c.”.

11. On pages 59077 and 59078 the
table titled “Modeled Uncompensated
Care Payments for Estimated FY 2021
DSHs by Hospital Type:
Uncompensated Care Payments ($ in
Millions)—from FY 2020 to FY 2021 is
corrected to read as follows:

BILLING CODE 4120-01-P
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Modeled Uncompensated Care Payments for Estimated FY 2021 DSHs by Hospital Type:
Uncompensated Care Payments ($ in Millions)* - from FY 2020 to FY 2021

FY 2020 Final FY 2021 Final
Rule Estimated Rule Estimated
Number of | Uncompensated | Uncompensated Dollar Difference:
Estimated | Care Payments Care Payments FY 2020 - FY 2021 Percent
DSHs ($ in millions) ($ in millions) ($ in millions) Change**
@ ) 3) ) ®

Total 2,389 $8,351 $8,290 -$61 -0.73%
By Geographic Location
Urban Hospitals 1,911 7,826 7,803 -23 -0.29
Large Urban Areas 991 4,793 4,829 36 0.75
Other Urban Areas 920 3,033 2,974 -59 -1.94
Rural Hospitals 478 525 487 -38 -7.19
Bed Size (Urban)
0 to 99 Beds 322 282 290 7 2.61
100 to 249 Beds 830 1,920 1,900 -20 -1.05
250+ Beds 759 5,624 5,614 -10 -0.18
Bed Size (Rural)
0 to 99 Beds 365 297 269 -28 -9.46
100 to 249 Beds 100 180 167 -13 -7.44
250+ Beds 13 48 52 4 7.64
Urban by Region
New England 93 251 227 -24 -9.51
Middle Atlantic 235 1,055 983 -72 -6.87
South Atlantic 316 824 864 40 4.81
East North Central 100 381 405 23 6.09
East South Central 312 1,973 2,027 54 2.74
West North Central 127 495 498 3 0.53
West South Central 244 1,701 1,637 -64 -3.77
Mountain 126 373 333 -40 -10.64
Pacific 317 663 723 60 9.02
Puerto Rico 41 109 107 -2 -1.99
Rural by Region
New England 8 17 15 -2 -9.17
Middle Atlantic 22 20 15 -5 -25.26
South Atlantic 67 61 58 -3 -4.49
East North Central 30 32 31 -2 -5.27
East South Central 87 141 135 -6 -4.23
West North Central 122 109 102 -6 -5.58
West South Central 109 116 105 -11 -9.69
Mountain 27 23 19 -4 -17.12
Pacific 6 6 7 1 9.14
By Payment Classification
Urban Hospitals 1,574 6,098 6,109 11 0.18
Large Urban Areas 874 3,956 4,001 45 1.15
Other Urban Areas 700 2,142 2,108 -34 -1.60
Rural Hospitals 815 2,253 2,181 -72 -3.18
Teaching Status
Nonteaching 1,387 2,469 2,444 -24 -0.99
Fewer than 100 residents 748 2,872 2,848 -24 -0.83
100 or more residents 254 3,010 2,998 -12 -0.41
Type of Ownership
Voluntary 1,436 4,557 4,556 -1 -0.03
Proprietary 575 1,247 1,217 -30 -2.42
Government 378 2,546 2,517 -29 -1.14
Medicare Utilization Percent***
0to25 548 3,399 3,387 -12 -0.37
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Modeled Uncompensated Care Payments for Estimated FY 2021 DSHs by Hospital Type:
Uncompensated Care Payments ($ in Millions)* - from FY 2020 to FY 2021
FY 2020 Final FY 2021 Final
Rule Estimated Rule Estimated
Number of | Uncompensated | Uncompensated Dollar Difference:
Estimated | Care Payments Care Payments FY 2020 - FY 2021 Percent
DSHs ($ in millions) (8 in millions) ($ in millions) Change**
@ () 3 “ o
25to0 50 1,622 4,745 4,705 -40 -0.84
50 to 65 198 201 193 -8 -4.12
Greater than 65 20 5 6 0 0.80

BILLING CODE 4120-01-C

12. On pages 59078 and 59079 in the
section titled “Effects of the Changes to
Uncompensated Care Payments for FY
20217, the section’s language (beginning
with the phrase “Rural hospitals, in
general, are projected to experience”
and ending with the sentence
“Hospitals with greater than 65 percent
Medicare utilization are projected to
receive an increase of 0.62 percent.”) is
corrected to read as follows: “Rural
hospitals, in general, are projected to
experience larger decreases in
uncompensated care payments than
their urban counterparts. Overall, rural
hospitals are projected to receive a 7.19
percent decrease in uncompensated care
payments, while urban hospitals are
projected to receive a 0.29 percent
decrease in uncompensated care
payments. However, hospitals in large
urban areas are projected to receive a
0.75 percent increase in uncompensated
care payments and hospitals in other
urban areas a 1.94 percent decrease.

By bed size, smaller rural hospitals
are projected to receive the largest
decreases in uncompensated care
payments. Rural hospitals with 0-99
beds are projected to receive a 9.46
percent payment decrease, and rural
hospitals with 100-249 beds are
projected to receive a 7.44 percent
decrease. These decreases for smaller
rural hospitals are greater than the
overall hospital average. However,
larger rural hospitals with 250+ beds are
projected to receive a 7.64 percent
payment increase. In contrast, the
smallest urban hospitals (0-99 beds) are

projected to receive an increase in
uncompensated care payments of 2.61
percent, while urban hospitals with
100-249 beds are projected to receive a
decrease of 1.05 percent, and larger
urban hospitals with 250+ beds are
projected to receive a 0.18 percent
decrease in uncompensated care
payments, which is less than the overall
hospital average.

By region, rural hospitals are expected
to receive larger than average decreases
in uncompensated care payments in all
Regions, except for rural hospitals in the
Pacific Region, which are projected to
receive an increase in uncompensated
care payments of 9.14 percent. Urban
hospitals are projected to receive a more
varied range of payment changes. Urban
hospitals in the New England, the
Middle Atlantic, West South Central,
and Mountain Regions, as well as urban
hospitals in Puerto Rico, are projected to
receive larger than average decreases in
uncompensated care payments, while
urban hospitals in the South Atlantic,
East North Central, East South Central,
West North Central, and Pacific Regions
are projected to receive increases in
uncompensated care payments.

By payment classification, hospitals
in urban areas overall are expected to
receive a 0.18 percent increase in
uncompensated care payments, with
hospitals in large urban areas expected
to see an increase in uncompensated
care payments of 1.15 percent, while
hospitals in other urban areas are
expected to receive a decrease of 1.60
percent. In contrast, hospitals in rural
areas are projected to receive a decrease

in uncompensated care payments of
3.18 percent.

Nonteaching hospitals are projected to
receive a payment decrease of 0.99
percent, teaching hospitals with fewer
than 100 residents are projected to
receive a payment decrease of 0.83
percent, and teaching hospitals with
100+ residents have a projected
payment decrease of 0.41 percent. All of
these decreases are consistent with the
overall hospital average. Proprietary and
government hospitals are projected to
receive larger than average decreases of
2.42 and 1.14 percent respectively,
while voluntary hospitals are expected
to receive a payment decrease of 0.03
percent. Hospitals with less than 50
percent Medicare utilization are
projected to receive decreases in
uncompensated care payments
consistent with the overall hospital
average percent change, while hospitals
with 50 to 65 percent Medicare
utilization are projected to receive a
larger than average decrease of 4.12
percent. Hospitals with greater than 65
percent Medicare utilization are
projected to receive an increase of 0.80
percent.”

13. On page 59085, lower half of the
page, second column, last partial
paragraph, line 20, the section reference
“ILH.” is corrected to read “IV.H.”.

14. On pages 59092 and 59093, the
table titled “TABLE III.—_COMPARISON
OF TOTAL PAYMENTS PER CASE [FY
2020 PAYMENTS COMPARED TO
FINAL FY 2021 PAYMENTS] is
corrected to read as:

BILLING CODE 4120-01-P
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TABLE [Il.—COMPARISON OF TOTAL PAYMENTS PER CASE
[FY 2020 PAYMENTS COMPARED TO FINAL FY 2021 PAYMENTS]
Final
Average FY
Number of 2030 Average FY
hospitals payments/ 2021 Change
case payments/
case
All hospitals 3,201 976 979 0.3
By Geographic Location:
Urban Hospitals 2,462 1,009 1,012 0.3
Rural areas 739 667 671 0.6
Bed Size (Urban)
0-99 beds 635 813 814 0.1
100-199 beds 756 855 858 0.4
200-299 beds 426 932 935 0.3
300-499 beds 422 1,012 1,014 0.2
500 or more beds 223 1,211 1,215 0.3
Bed Size (Rural)
0-49 beds 312 567 570 0.5
50-99 beds 254 622 624 0.3
100-149 beds 95 661 664 0.5
150-199 beds 39 725 731 0.8
200 or more beds 39 787 793 0.8
By Region:
Urban by Region
New England 112 1,090 1,101 1.0
Middle Atlantic 305 1,113 1,121 0.7
South Atlantic 402 887 886 -0.1
East North Central 381 962 962 0.0
East South Central 144 857 862 0.6
West North Central 160 995 992 -0.3
West South Central 364 923 929 0.7
Mountain 172 1,032 1,024 -0.8
Pacific 372 1,293 1,303 0.8
Rural by Region
New England 19 928 935 0.8
Middle Atlantic 50 643 647 0.6
South Atlantic 114 620 620 0.0
East North Central 114 668 677 1.3
East South Central 144 626 629 0.5
West North Central 89 697 698 0.1
West South Central 136 597 599 0.3
Mountain 49 758 762 0.5
Pacific 24 862 872 1.2
By Payment Classification:
Urban hospitals 2,050 998 1,005 0.7
Rural areas 1,151 933 929 -0.4
[Teaching Status:
Non-teaching 2,037 819 820 0.1
Fewer than 100 Residents 907 931 934 0.3
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TABLE Ill.—COMPARISON OF TOTAL PAYMENTS PER CASE
[FY 2020 PAYMENTS COMPARED TO FINAL FY 2021 PAYMENTS]
Final
Average FY
Number of 2020 Average FY
hospitals payments/ 2021 Change
payments/
case case

100 or more Residents 257 1,349 1,356 0.5
Urban DSH:

Non-DSH 505 901 902 0.1

100 or more beds 1,290 1,025 1,033 0.8

Less than 100 beds 351 739 741 0.3
Rural DSH:

Sole Community (SCH/EACH) 259 687 690 0.4

Referral Center (RRC/EACH) 544 980 976 -0.4

100 or more beds 36 979 949 -3.1

Less than 100 beds 216 556 559 0.5
Urban teaching and DSH:

Both teaching and DSH 739 1,092 1,102 0.9

Teaching and no DSH 74 951 957 0.6

No teaching and DSH 902 868 872 0.5

No teaching and no DSH 335 870 871 0.1
Special Hospital Types:

Non special status hospitals 168 851 834 -2.0

RRC/EACH 483 1,010 1,005 -0.5

SCH/EACH 304 758 761 0.4

Medicare-dependent hospitals (MDH) 145 593 593 0.0

SCH, RRC and EACH 149 799 803 0.5

MDH, RRC and EACH 25 664 664 0.0
Type of Ownership:

Voluntary 1,885 988 990 0.2

Proprietary 827 886 889 0.3

Government 488 1,029 1,034 0.5
Medicare Utilization as a Percent of Inpatient Days:

0-25 641 1,115 1,119 0.4

25-50 2,114 966 969 0.3

50-65 373 794 796 0.3

Over 65 49 594 593 -0.2
2021 Reclassifications by the Medicare
Classification Review Board:

All Reclassified Hospitals 901 957 956 -0.1

All Nonreclassified Hospitals 2,300 987 992 0.5

Urban Hospitals Reclassified 722 1,013 1,010 -0.3

Urban Nonreclassified Hospitals 1,752 1,005 1,012 0.7

Rural Hospitals Reclassified Full Year 309 687 691 0.6

Rural Nonreclassified Hospitals Full Year 418 637 640 0.5

All Section 401 Reclassified Hospitals 466 1,030 1,022 -0.8

Other Reclassified Hospitals (Section 1886(d)(8)(B)) 54 657 660 0.5

Wilma M. Robinson,

Deputy Executive Secretary to the
Department, Department of Health and
Human Services.

[FR Doc. 2020-26698 Filed 12—-1-20; 4:15 pm]
BILLING CODE 4120-01-C
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 414

[CMS-5533-N2]

Medicare Program; Alternative
Payment Model (APM) Incentive
Payment Advisory for Clinicians—
Request for Current Billing Information
for Qualifying APM Participants—
Update

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Payment advisory.

SUMMARY: This advisory is to update the
submission date listed in the previous
Federal Register document published
on September 17, 2020, titled “Medicare
Program; Alternative Payment Model
(APM) Incentive Payment Advisory for
Clinicians—Request for Current Billing
Information for Qualifying APM
Participants” that provides information
to certain clinicians who are Qualifying
APM participants (QPs) and eligible to
receive an Alternative Payment Model
(APM) Incentive Payment that CMS
does not have the current billing
information needed to disburse the
payment. This update allows these
clinicians to provide information to
CMS regarding their billing information
by December 13, 2020 in order to
receive this payment.

DATES: December 7, 2020.

FOR FURTHER INFORMATION CONTACT:
Tanya Dorm, (410) 786—2216.

SUPPLEMENTARY INFORMATION:
I. Background

Under the Medicare Quality Payment
Program, an eligible clinician who
participates in an Advanced Alternative
Payment Model (APM) and meets the
applicable payment amount or patient
count thresholds for a performance year
is a Qualifying APM Participant (QP) for
that year. An eligible clinician who is a
QP for a year based on their
performance in a QP Performance
Period earns a 5 percent lump sum APM
Incentive Payment that is paid in a
payment year that occurs 2 years after
the QP Performance Period. The amount
of the APM Incentive Payment is equal
to 5 percent of the estimated aggregate
payments for covered professional
services furnished by the QP during the
calendar year immediately preceding
the payment year.

II. Provisions of the Advisory

The Centers for Medicare & Medicaid
Services (CMS) has identified those
eligible clinicians who earned an APM
Incentive Payment in CY 2020 based on
their CY 2018 QP status.

When CMS disbursed the CY 2020
APM Incentive Payments, CMS was
unable to verify current Medicare billing
information for some QPs and was
therefore unable to issue payment. In
order to successfully disburse the APM
Incentive Payment, CMS is requesting
assistance in identifying current
Medicare billing information for these
QPs.

CMS has compiled a list of QPs we
have identified as having unverified
billing information. These QPs, and any
others who anticipated receiving an
APM Incentive Payment but have not,
should follow the instructions to
provide CMS with updated billing
information at the following web
address: https://qpp-cm-prod-
content.s3.amazonaws.com/uploads/
1112/2020%20APM% 20
Incentive % 20Payment % 20Notice.pdf.

On September 17, 2020, we published
the Medicare Program; Alternative
Payment Model (APM) Incentive
Payment Advisory for Clinicians—
Request for Current Billing Information
for Qualifying APM Participants (85 FR
57980), where we announced that
submissions would need to be received
no later than November 13, 2020. In this
updated advisory we are extending this
deadline, and submissions would need
to be received no later than December
13, 2020.

If you have any questions concerning
submission of information through the
website, please contact the QPP Help
Desk at 1-866—288—8292.

The Administrator of the Centers for
Medicare & Medicaid Services (CMS),
Seema Verma, having reviewed and
approved this document, authorizes
Lynette Wilson, who is the Federal
Register Liaison, to electronically sign
this document for purposes of
publication in the Federal Register.

Dated: December 1, 2020.
Lynette Wilson,

Federal Register Liaison, Centers for Medicare
& Medicaid Services.

[FR Doc. 2020-26776 Filed 12—4—-20; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

45 CFR Part 1
RIN 0991-AC17

Department of Health and Human
Services Good Guidance Practices

AGENCY: Office of the Secretary,
Department of Health and Human
Services.

ACTION: Final rule.

SUMMARY: The Department of Health and
Human Services finalizes its proposed
regulations governing the agency’s
release and maintenance of guidance
documents. These regulations will help
to ensure that the public receives
appropriate notice of new guidance and
that the Department’s guidance does not
impose obligations on regulated parties
that are not already reflected in duly
enacted statutes or regulations lawfully
promulgated under them.

DATES: This final rule is effective
January 6, 2021.

FOR FURTHER INFORMATION CONTACT:
Brenna Jenny, Department of Health and
Human Services, 200 Independence,
Avenue SW, Room 713F, Washington,
DC 20201. Email: Good.Guidance@
hhs.gov. Telephone: (202) 690-7741.
SUPPLEMENTARY INFORMATION:

I. Statutory and Regulatory Background

Subject to certain exceptions, the
Administrative Procedure Act (“APA”’),
5 U.S.C. 551 et seq., mandates that rules
imposing new obligations on regulated
parties must go through notice-and-
comment rulemaking. See, e.g., Chrysler
Corp. v. Brown, 441 U.S. 281, 302
(1979). This is true regardless of
whether agencies frame these rules as
sub-regulatory guidance. See, e.g., lowa
League of Cities v. EPA, 711 F.3d 844,
875 (8th Cir. 2013); Gen. Elec. Co. v.
EPA, 290 F.3d 377, 385 (D.C. Cir. 2002).
The APA’s procedural requirements
sound in notions of good governance.
See, e.g., Smiley v. Citibank (S.D.), N.A.,
517 U.S. 735, 741 (1996). Agencies can
generally issue interpretive rules and
statements of policy without conducting
notice-and-comment rulemaking,?
although such sub-regulatory guidance
lacks the force and effect of law, and
cannot bind regulated parties. See, e.g.,
Shalala v. Guernsey Mem’l Hosp., 514
U.S. 87,99 (1995).

To promote the appropriate issuance
and use of guidance documents, and
consistent with the requirements of
Executive Order 13891, “Promoting the

1 But see Azar v. Allina Health Servs., 139 S. Ct.
1804 (2019).
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Rule of Law Through Improved Agency
Guidance Documents,” 84 FR 55,235
(Oct. 15, 2019), the United States
Department of Health and Human
Services (“HHS” or “‘the Department”’)
proposed regulations that set forth good
guidance practices. This good guidance
practices rule is one component of the
Department’s broader regulatory reform
initiative.2 The final rule is designed to
increase accountability, improve the
fairness of guidance issued by the
Department, guard against unlawful
regulation through guidance, and
safeguard the important principles
underlying the United States
administrative law system.

II. Provisions of the Proposed Rule and
Analysis of and Response to Public
Comments

In the August 20, 2020 Federal
Register (85 FR 51,396), HHS published
a proposed rule titled ‘Department of
Health and Human Services Good
Guidance Practices” (hereinafter, “Good
Guidance Practices proposed rule”). In
response to the publication of that
proposed rule, HHS received 88
comments from industry trade
organizations, patient advocacy groups,
providers, health insurers,
manufacturers, a law firm, and members
of the public. HHS published a
correction to this proposed rule on
August 26, 2020 (85 FR 52,515)
updating certain proposed effective
dates. In the following sections of this
final rule, HHS includes a summary of
the provisions of the August 20, 2020
proposed rule, the public comments
received, HHS’s responses to the
comments, and any changes made to the
regulatory text as a result.

Comment: Several commenters
viewed the 30-day comment period
(which began on August 17, 2020, the
day that the Federal Register publicly
displayed the proposed rule) as too
short, and they requested a longer
comment period.

Response: HHS respectfully disagrees
with these commenters and continues to
view a 30-day comment period as
adequate for this notice of proposed
rulemaking. The proposed rule, at only
six pages in the Federal Register, is not
lengthy. Neither the APA nor any other
statute requires a longer comment
period for the proposed rule. Instead,
the APA merely requires that “[a]fter
notice required by this section, the
agency shall give interested persons an
opportunity to participate in the rule

2 See, e.g., HHS, FY 2020 Annual Performance
Plan and Report—Regulatory Reform, https://
www.hhs.gov/about/budget/fy2020/performance/
regulatory-reform/index.html.

making through submission of written
data, views, or arguments with or
without opportunity for oral
presentation.” This standard was met
here. Indeed, the fact that the
Department received 88 comments from
a broad cross-section of interested
parties, including many trade
organizations representing numerous
stakeholders, confirms that the public
had ample time to participate in this
rulemaking.

A. Scope (§1.1)

HHS proposed to add 45 CFR 1.1,
stating that the requirements to be
established pursuant to the proposed
rule would apply to all guidance
documents issued by all components of
the Department, except for the Food and
Drug Administration (“FDA”’), which
has its own good guidance practices
regulations that the Secretary plans to
amend to conform those regulations to
the requirements of Executive Order
13891. FDA currently operates under a
set of good guidance practices
regulations, see 21 CFR 10.115, as
required by the Federal Food, Drug, and
Cosmetic Act (FDCA), 21 U.S.C. 371(h),
but no other division within HHS
operates under a similar set of
regulations.

Comment: One commenter urged HHS
to amend FDA’s good guidance
practices regulations to be consistent
with the requirements in the proposed
rule.

Response: HHS agrees. The Secretary
still plans to amend FDA’s good
guidance practices regulations, issued as
required by the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. 371(h), to
conform to the requirements of
Executive Order 13891. However, such
amendments have not proceeded in
parallel with the Department’s broader
regulation. Accordingly, in order to
avoid significant disparities between the
rules around guidance that apply to
FDA and the rest of the Department, this
final rule clarifies that FDA must
comply with all requirements
implemented in this HHS Good
Guidance Practices final rule—to the
extent not already incorporated in the
FDA good guidance practices
regulations—until the Secretary issues a
final rule amending FDA’s good
guidance practices regulations. Primary
provisions of this Good Guidance
Practices final rule that are not already
incorporated into FDA’s good guidance
practices include, but are not limited to,
the requirement that guidance
documents issued after the effective
date of this rule include a disclaimer
clarifying that the contents do not have
the force and effect of law (unless the

FDCA or other statute authorizes the
issuance of binding guidance), as well
as the information fields specified at 45
CFR 1.3(a)(3)(iii); the requirement that
all significant guidance documents be
issued only following a public notice
and comment period (unless an
exemption applies); that all guidance
documents be included in the HHS
guidance repository and if not, they will
be considered rescinded; and that all
FDA guidance documents shall be
subject to the petition process at 45 CFR
1.5.

Comment: One commenter suggested
that the final rule exempt Centers for
Medicare & Medicaid Services (CMS)
guidance documents from being within
the rule’s scope, just as HHS had
proposed to exempt FDA guidance
documents from the scope of the rule.

Response: HHS declines to exempt
CMS guidance documents from the
scope of the Good Guidance Practices
final rule. No division of the
Department will be operating in a
manner inconsistent with the important
protections contained in this final rule.
As HHS explained in the proposed rule,
FDA has long operated under its own
set of good guidance practices
regulations, and as this final rule
clarifies, FDA will be subject to the
requirements of this Good Guidance
Practices final rule until the Secretary
amends FDA’s own good guidance
practices regulations to conform to the
requirements of Executive Order 13891.

HHS is finalizing the proposed scope
of this rule but clarifying that until the
Secretary amends FDA’s own good
guidance practices regulations, FDA
will be subject to the requirements in
this Good Guidance Practices final rule.
After the Secretary amends FDA’s good
guidance practices regulations, this rule
will, as proposed, apply to all guidance
documents issued by HHS except for
guidance documents issued by FDA.

B. Definitions (§ 1.2)
1. Guidance Document

HHS proposed that the HHS Good
Guidance Practices regulations would
apply to all guidance documents and
proposed to define the term “guidance
document” as any Department
statement of general applicability which
is intended to have future effect on the
behavior of regulated parties and which
sets forth a policy on a statutory,
regulatory, or technical or scientific
issue, or an interpretation of a statute or
regulation. In the proposed rule, HHS
explained that the contents of a
transmission, rather than its format,
dictates whether it would constitute a
guidance document; guidance would
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not need to be in the form of a formal
written document to constitute a
“guidance document.” The hallmark of
guidance is that it includes statements
of general applicability intended to
govern the future behavior of regulated
parties. Thus, HHS proposed that
agency releases of technical or scientific
information by itself would not
constitute guidance unless the release
also contains a policy on, or related to,
technical or scientific information that
is intended to affect the future behavior
of regulated parties. However, HHS
clarified that the Good Guidance
Practices regulations would not require
HHS to justify the quality of
information; regulated parties and other
stakeholders should use existing
mechanisms to address the quality of
information contained in documents
issued by HHS.

Materials directed to government
employees or agency contractors, rather
than regulated parties, would also
generally not constitute guidance within
the meaning of this proposed rule.
Similarly, most agency statements
communicating news updates about the
agency would not constitute guidance.
Agency statements of specific
applicability—such as advisory or legal
opinions directed to particular parties
about circumstance-specific questions;
notices regarding particular locations,
facilities, or products; and
correspondence with individual persons
or entities, including congressional
correspondence or notices of violation—
would also generally not be “guidance.”

HHS proposed that certain categories
of documents would be excluded from
the term guidance document: Rules
promulgated pursuant to notice and
comment under 5 U.S.C. 553 or similar
statutory provisions; rules exempt from
rulemaking requirements under 5 U.S.C.
553(a); rules of agency organization,
procedure, or practice; decisions of
agency adjudications under 5 U.S.C. 554
or similar statutory provisions; internal
guidance directed to the Department or
other agencies that is not intended to
have substantial future effect on the
behavior of regulated parties; internal
executive branch legal advice or legal
opinions addressed to executive branch
officials; legal briefs and other court
filings; grant solicitations and awards;
or contract solicitations and awards.

HHS proposed that whether a
document would be exempt as a rule of
agency organization, procedure, or
practice is a functional test. Documents
that are designed to shape the behavior
of the Department would be exempt;
documents designed to shape the
behavior of regulated parties would be
considered guidance if they also set

forth a policy on a statutory, regulatory,
or technical or scientific issue, or an
interpretation of a statute or regulation.

Pre-enforcement rulings, which are
formal written communications
applying the law to a specific set of facts
(as opposed to making statements of
general applicability) would also not
constitute guidance documents under
the proposed rule. Examples include
letter rulings, advisory opinions
directed to a specific party, and no-
action letters. But material embedded
within an advisory opinion or similar
letter that otherwise satisfies the
definition of “‘guidance document”
would still be guidance for purposes of
this rule. If a document addressed to
specific individuals nonetheless
contains a statement of general
applicability setting forth a relevant
policy or interpretation that is intended
to have future effect by guiding the
conduct of other regulated parties, then
the document would be a guidance
document.

Consistent with its existing
responsibilities, HHS proposed that the
HHS Office of the General Counsel
(“OGC”), after discussing with senior
officials within the Department, would
make the legal determination of whether
a document is excluded from the term
“guidance document” and whether a
purported guidance document is, in
fact, a legislative rule that must go
through notice-and-comment
rulemaking. OGC would continue to
determine whether certain guidance
relating to Medicare should nonetheless
go through notice-and-comment
rulemaking as a result of the Supreme
Court’s decision in Azar v. Allina
Health Services, 139 S. Ct. 1804 (2019).

HHS received the following
comments on the proposed definition of
“guidance document.”

Comment: Several commenters
thought that the definition of
“guidance” as materials “intended to
have future effect” was too vague and
confusing because it would be difficult
to determine the Department’s “intent”
in its issuance of a document in order
for affected parties to determine
whether it is intended to govern the
future behavior of regulated parties.
Some commenters also noted that
regulated parties may also rely on
internal agency documents in guiding
their future conduct, and thus these
documents should not be exempt from
being considered “guidance
documents.” A small number of
commenters suggested that rather than
use the phrase “‘sets forth a policy,” the
definition of guidance document should
say “‘sets forth an expectation.”

Response: The phrase “intended to
have future effect” is not a subjective
test of an agency official’s thought
processes, but rather, is an objective test
to be applied when reviewing the face
of a guidance document. For example, a
document satisfies this standard when it
provides information in a manner that
can be reasonably interpreted as
designed to encourage regulated entities
to voluntarily take certain actions. This
definition is consistent with the Office
of Management and Budget’s (“OMB’s”’)
longstanding definition of guidance as
““an agency statement of general
applicability and future effect . .
sets forth a policy on a statutory,
regulatory, or technical issue or an
interpretation of a statutory or
regulatory issue,” where “future effect”
means the “intended . . . impacts due
to voluntary compliance with a
guidance document.” See OMB Bulletin
07-02, “Agency Good Guidance
Practices,” 72 FR 3432, 3434-35 (Jan.
25, 2007). HHS has no basis for
believing that regulated parties have
found this definition confusing in the
past and therefore is incorporating a
very similar definition in this final rule.
It believes that the phrase “sets forth an
expectation” is captured by the phrase
“intended to have future effect.” HHS
agrees with the commenters who noted
that internal agency documents can
sometimes constitute guidance
documents if they are designed to guide
the conduct not just of agency officials,
but also regulated parties, and it
reiterates that whether a document is
properly considered a “‘guidance
document” under this rule is a
functional test.

Comment: Several commenters
thought that the definition of
“guidance” was too vague and
confusing, because categorization of a
statement as guidance rests not on the
format, but on the content of the
communication, such that they believed
that “guidance” could be contained
“within nonguidance.” These
commenters also asserted that the final
rule should require OGC to publicly
release its analyses of whether a
document is a guidance document,
“nonguidance document” or
“nonguidance” within a guidance
document. A few commenters stated
that the definition of “guidance” is too
vague because the proposed rule did not
explain how the term “guidance
document” will be defined in the
context of Medicaid, CHIP, and other
programs administered by CMS.

Response: HHS clarifies that guidance
is not embedded in “nonguidance.”
Rather, if a document that would
generally fall outside of the definition of

. that
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guidance, e.g., a document of specific
applicability, such as an advisory
opinion, contains a statement of general
applicability setting forth a relevant
policy or interpretation that is intended
to govern the future behavior of
regulated parties—in other words,
contains guidance—then the entire
document would constitute a guidance
document under this rule. As a result,
there is no need to designate certain
parts of documents as guidance and
other parts “nonguidance.” See also 85
FR at 51,397 (“If a document addressed
to specific individuals nonetheless
contains a statement of general
applicability setting forth a relevant
policy or interpretation that is intended
to have future effect by guiding the
conduct of other regulated parties, then
the document would be a guidance
document.” (emphasis added)). With
respect to the suggestion that HHS OGC
publicly post its analysis of whether
material constitutes “guidance,” HHS
declines to incorporate this
requirement. Whether material
constitutes “guidance” is a legal
question and as such, HHS OGC'’s
internal analyses of these questions will
generally be privileged and confidential.
Furthermore, HHS OGC does not have
the resources to prepare formal written
analyses of every single document that
potentially constitutes guidance. If an
interested party has a question about
whether a document is properly
considered guidance, the interested
party could petition the agency under
the process set forth in § 1.5, and HHS
OGC will work with the relevant
operating division to prepare a non-
privileged public response.

HHS believes the proposed rule
provided sufficient information about
how the Department proposed to define
the term “guidance document.” It was
not feasible for HHS, in the proposed
rule preamble, to specifically articulate
how the term “‘guidance document” will
be applied in each program
implemented by HHS. Further, this
proposed term builds on OMB’s
longstanding definition of guidance
document and OMB’s Final Bulletin on
Agency Good Guidance Practices, to
which HHS cited in the preamble to the
proposed rule. See 85 FR at 51,396. This
context, in combination with HHS’s
own preamble discussion about the
term, provided commenters with
significant detail about the proposed
definition.

Comment: A few commenters asked
HHS to clarify the meaning of the term
“regulated party” within the definition
of “guidance document.” One
commenter asked that HHS clarify that

“regulated parties” include States or
state agencies.

Response: “Regulated party” is a
broad term that covers any person or
entity that is subject, or potentially
subject, to the regulatory authority of
any division of HHS. HHS agrees that
States and state agencies can be
“regulated parties” for purposes of this
rule, such as in the context of guidance
documents relating to the Medicaid
program.

Comment: One commenter asked HHS
to limit the definition of “guidance
document” to written materials. This
commenter also asked HHS to clarify
that discussions of technical advisory
groups are not “‘guidance.”

Response: HHS declines to limit the
definition of “guidance document” to
written materials. As we explained in
the proposed rule, citing to OMB’s 2007
“Agency Good Guidance Practices” (72
FR 3432), the definition of “guidance
document” encompasses all guidance
materials, such as videos, in any format.
HHS is reiterating that, consistent with
the 2007 OMB Bulletin, the “definition
of ‘guidance document’ encompasses all
guidance materials, regardless of
format.” Id. at 3434. Divisions of HHS
commonly issue communications with
regulated parties through website and
blog entries and social media posts.
Using such means of communicating
with the public can offer benefits to
HHS, including more effective outreach
to interested parties; however, such
electronic communications may often
satisfy the definition of “guidance
document,” and therefore would be
subject to all of the requirements in this
final rule, including that they cannot
purport to impose binding new
obligations on regulated entities. It
would be arbitrary, and ultimately
undermine the important procedural
protections of this rule, if HHS were
required to follow certain processes for
written materials, but not to follow
those same requirements for non-written
or non-printed materials, even where
they transmitted the same information
to regulated parties. However, HHS
agrees with the commenter that
discussions of technical advisory groups
do not constitute guidance because the
statements are from members of the
public and, thus, are not “agency
statements.”

Comment: A few commenters asked
HHS to clarify that guidance from HHS
to agency contractors is “guidance”
under the rule. Another commenter
asked HHS to revise the rule to require
its contractors to also be obligated to
adhere to HHS good guidance practices.

Response: Materials sent from HHS to
agency contractors, such as technical

directions, are generally not “guidance”
under the rule, unless the content is
designed to guide the conduct of
regulated parties. Documents issued by
HHS to agency contractors can be
guidance documents if they include
interpretive rules or policies that are of
general applicability, particularly if they
are also intended to serve a broader
audience in addition to contractors,
such as CMS Rulings. However, CMS
Rulings, like all guidance documents,
must still comply with procedural
requirements imposed by the APA and
Section 1871 of the Social Security Act.

Comment: Several commenters asked
HHS to clarify whether particular types
of documents are guidance documents,
such as Paperwork Reduction Act
materials, the Medicaid Managed Care
Rate Development Guide, PDP Bid
Instructions, guidance documents
directed to Medicare Accrediting
Organizations, the State Operations
Manual, the PACE Manual, the
Qualified Health Plan Issuer
Application Instructions, the October
31, 2019 memorandum from OMB
implementing Executive Order 13891
(“October 31, 2019 OMB Memo”’), MLN
Matters documents, Frequently Asked
Questions (“FAQs”), documents issued
by Medicare Administrative Contractors
(“MACs”), OIG advisory opinions, and
preambles to proposed and final
regulations.

Response: This Rule does not affect
HHS’s obligations under the Paperwork
Reduction Act. The Paperwork
Reduction Act requires that when an
agency seeks to collect information from
ten or more persons, 44 U.S.C. 3501, the
agency must, subject to certain
exceptions, submit the collection of
information to OMB’s Office of
Information and Regulatory Affairs
(OIRA) for clearance and must publish
the proposed information collection in
the Federal Register for public
comment. 44 U.S.C. 3506, 3507.
Whether a document containing a
collection of information under the
Paperwork Reduction Act is also
“guidance” under this Rule, as opposed
to a purely factual collection of
information, depends on the content of
the document. Similarly, we would
evaluate Paperwork Reduction Act
clearance documents and Federal
Register notices based on their contents
to assess whether they constitute
guidance, although we do not expect
that they would be guidance.

The Medicaid Managed Care Rate
Development Guide, PDP Bid
Instructions, guidance documents
directed at Medicare Accrediting
Organizations, the State Operations
Manual, the PACE Manual, and the
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Qualified Health Plan Issuer
Application Instructions are all
“guidance documents”” within the
meaning of this rule, because they set
forth a policy on a statutory, regulatory,
or technical or scientific issue, or an
interpretation of a statute or regulation,
and they are designed to have future
effect on the behavior of regulated
parties. HHS cannot opine on whether
the October 31, 2019 OMB
Implementing Memo is “‘guidance”
under the HHS rule. That is because this
final rule only applies to statements
issued by HHS, and OMB, not HHS,
issued that memorandum. MLN Matters
documents and HHS-issued FAQs are
the type of blog posts and web
statements that will generally constitute
guidance. Instructions from MACs are
not ‘“Department statements” and, thus,
are not guidance documents. OIG
advisory opinions are generally not
considered guidance because they are
designed to contain statements of
specific, rather than general,
applicability. Since the inception of the
advisory opinion process, in accordance
with Section 1128D(b)(4)(A) of the
Social Security Act, OIG has taken the
view that all advisory opinions issued
under this statute are legally binding on
the Department (including the OIG) and
the requestor, but only with respect to
the specific conduct of the particular
requestor, and that no third parties are
bound nor may they rely on an advisory
opinion. HHS and OIG have concluded
that the advisory opinions OIG has
issued prior to the issuance of this final
rule are not guidance. Preambles to
proposed and final regulations are
generally considered to be guidance,
because they inform the interpretation
of the text of a regulation. See, e.g., Tex.
Children’s Hosp. v. Azar, 315 F. Supp.
3d 322, 334 (D.D.C. 2018); 3 but see
Natural Res. Def. Council v. E.P.A., 559
F.3d 561, 564—65 (D.C. Cir. 2009)
(“While preamble statements may in
some unique cases constitute binding,
final agency action susceptible to
judicial review, this is not the norm.”
(internal citation omitted)). We are
finalizing the definition of “guidance
document” as proposed.

3 As explained above, HHS is finalizing the
proposed definition of “guidance repository,”
which permits the primary guidance repository, at
www.hhs.gov, to link to subsidiary guidance
repositories. HHS will include a link to the Federal
Register on the HHS guidance repository.
Interpretive rules and policies in preambles to
proposed and final HHS rules contained in the
Federal Register will be considered guidance
included in the guidance repository. HHS will not
separately post preambles to the guidance
repository.

2. Significant Guidance Document

In the proposed rule, HHS proposed
to classify certain guidance documents
as “‘significant guidance documents,”
which HHS proposed to define as a
guidance document that is likely to lead
to an annual effect on the economy of
$100 million or more, or adversely affect
in a material way the economy, a sector
of the economy, productivity,
competition, jobs, the environment,
public health or safety, or state, local, or
tribal governments or communities;
create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency;
materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights or obligations of
recipients thereof; or raise novel legal or
policy issues arising out of legal
mandates, the President’s priorities, or
the principles of Executive Order 12866,
“Regulatory Planning and Review.” In
the proposed rule, HHS explained that
to calculate whether a guidance
document is likely to have an annual
effect on the economy of $100 million
or more, HHS would be required to
assess the benefits, costs, or transfer
impacts imposed by that guidance
document; as part of this analysis, any
benefit, cost or transfer occurring in any
consecutive twelve-month period would
be compared against the $100 million
threshold. Future cost savings would
not be used to offset upfront costs. In
performing these analyses, HHS further
explained in the proposed rule that the
Department would recognize that
guidance documents are not legally
binding and, therefore, not all regulated
parties would necessarily conform their
behavior to the recommendations set
forth in the guidance, and furthermore,
that the benefits, costs, and transfers
may have been accounted for when HHS
issued an underlying regulation, if any.

In the proposed rule, HHS explained
that it anticipated that only a subset of
guidance documents would satisfy the
proposed rule’s definition of a
significant guidance document. This is
because to qualify as guidance, as
opposed to a legislative rule, a
document must reflect, implement,
interpret, or describe a legal obligation
imposed by a pre-existing, external
source or advise the public
prospectively of the manner in which
the agency intends to exercise a
discretionary power. It is HHS’s
presumption that a guidance document
that HHS deems significant is actually a
legislative rule that must go through
notice-and-comment rulemaking. HHS
shall make all initial decisions as to
whether a guidance document is

significant, and OMB shall make all
final determinations. If a significance
determination requires a legal
conclusion regarding HHS’s governing
statutes or regulations, however, OMB
cannot reach legal conclusions on behalf
of HHS.

HHS received the following
comments on the proposed definition of
“significant guidance document.”

Comment: Several commenters
thought that the definition of
“significant guidance” was confusing
and unclear because it does not provide
a clear explanation for how costs related
to significant guidance would be
calculated and provided no discussion
of standards, methodologies, or other
criteria to determine whether guidance
is “significant.” One commenter
specifically suggested that the test for
inconsistencies with the planned
actions of other agencies and the novel
legal issues test be eliminated from the
definition of “significant guidance,”
because these tests would impose a
burdensome cross-agency review of all
sub-regulatory guidance. Other
commenters supported the proposed
definition of “‘significant guidance.”

Response: HHS appreciates the
comments. The definition of
“significant guidance” is modeled after
the major-rule test from the
Congressional Review Act. See 5 U.S.C.
804(2). For example, to determine
whether guidance is significant because
it will likely result in an annual effect
on the economy of $100 million or
more, HHS will use the well-established
test for making that same determination
under the Congressional Review Act, as
noted in the proposed rule. The other
criteria for determining whether
guidance is significant are also specified
in the proposed rule, and some of these
criteria also have some overlap with the
Congressional Review Act’s definition
of major rule. Specifically, guidance is
significant if it adversely affects in a
material way the economy, a sector of
the economy, productivity, competition,
jobs, the environment, public health or
safety, or state, local, or tribal
governments or communities; creates a
serious inconsistency or otherwise
interferes with an action taken or
planned by another agency; materially
alters the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights or obligations of
recipients thereof; or raises novel legal
or policy issues arising out of legal
mandates, the President’s priorities, or
the principles of Executive Order 12866,
“Regulatory Planning and Review.”
HHS believes the Department has
discretion in assessing these factors and
that these types of assessments are well
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within the Department’s expertise to
make. HHS respectfully disagrees that
the criteria relating to novel legal issues
or the planned actions of other agencies
would require a cross-agency review of
all sub-regulatory guidance. OMB—
which has an excellent overview of
guidance and regulatory issues across
all agencies—will make all final
decisions on the significant guidance
determination and will help identify
guidance documents that could trigger
this criterion. If an interested party
believes that the Department has
incorrectly categorized a guidance
document as non-significant, the
interested party may utilize the petition
process set forth at § 1.5.

Comment: Several commenters
asserted that the proposed definitions of
“guidance document” and “‘significant
guidance” provided insufficient
information to allow for effective
comment.

Response: HHS respectfully disagrees
with these comments. HHS received a
diverse set of comments on various
aspects of the proposed definitions of
“guidance document” and “‘significant
guidance document,” as summarized
above and below, which confirms that
the Department provided the public
with sufficient information about its
proposals to permit comment on the
proposed definitions. See Nuvio Corp. v.
FCC, 473 F.3d 302, 310 (D.C. Cir. 2006)
(citing comments received as evidence
that notice of proposed rulemaking
“gave interested parties a reasonable
opportunity . . . to present relevant
information on the central issues”); see
also, e.g., Ne. Md. Waste Disposal Auth.
v. EPA, 358 F.3d 936, 952 (D.C. Cir.
2004); Appalachian Power Co. v. EPA,
135 F.3d 791, 816 (D.C. Cir. 1998) (per
curiam); Stringfellow Mem’l Hosp. v.
Azar, 317 F. Supp. 3d 168, 187 (D.D.C.
2018).

Comment: One commenter suggested
that HHS expand the definition of
“significant guidance” to include any
guidance that sets forth an initial
interpretation of a statutory or
regulatory requirement or changes such
an interpretation. Another commenter
suggested that HHS expand the
definition of “‘significant guidance” to
include any guidance that requires
states to revise their statutes or
regulations.

Response: HHS appreciates the first
commenter’s suggestion. However, HHS
believes this would significantly expand
the set of documents categorized as
“significant guidance” and may prove
unworkable. HHS will consider
potentially expanding the category of
significant documents in the future, as
the Department gains more experience

implementing this final rule. HHS also
declines to include within “significant
guidance” any instructions that require
states to revise their statutes or
regulations. Guidance documents
cannot impose new binding obligations
on any entity. As a result, if a document
purported newly to require states to
revise a statute or regulation, such a
purported instruction could not, by
definition, be guidance. Guidance
documents may, however, restate and
discuss binding statutory or regulatory
requirements, but should, when doing
so, provide the citation for the
applicable statutory or regulatory
requirement.

Comment: Several commenters
concluded that any document
categorized as ‘‘significant” is in fact a
legislative rule that must go through the
APA notice-and-comment rulemaking
process. Another commenter expressed
concern that significant guidance will
be viewed as permissibly being able to
impose binding new obligations on
regulated parties.

Response: HHS appreciates the
commenters’ concerns. As explained in
the preamble to the proposed rule, HHS
expects significant guidance documents
to be relatively few, because as these
commenters note, many issuances
satisfying one of the significant
guidance document criteria may also
impose binding new obligations and as
such, are legislative rules that must go
through the APA’s notice-and-comment
rulemaking process. Interested parties
who believe that HHS has incorrectly
classified a legislative rule as a
significant guidance document may
utilize the petition process set forth in
§1.5.

HHS disagrees that significant
guidance documents will be viewed as
authorized to impose binding new
obligations on regulated parties. These
guidance documents, like all other
guidance documents, will be posted to
the HHS guidance repository, which
will carry a disclaimer reiterating that
all documents contained therein do not
impose any new binding obligations
unless authorized by law to do so. In
addition, any significant guidance
documents issued after this rule is
finalized will generally include on their
face the disclaimer set forth at § 1.3,
which reiterates that such documents
“do not have the force and effect of law
and are not meant to bind the public in
any way.”

HHS finalizes the definition of
“significant guidance” as proposed.

3. Issued

In the proposed rule, HHS defined
“issued” to mean a distribution of

information to the public that HHS
initiated or sponsored. However, HHS
clarified that if a document directed
solely to Department employees must be
made publicly available under law or
agency disclosure policies, for example
posted on an agency website as the
result of multiple requests under the
Freedom of Information Act, the
document would not be considered to
be issued.

HHS received one comment on the
definition of “issued””:

Comment: A commenter expressed
concern that the proposed definition of
“issued” excluded documents directed
solely to government employees or
agency contractors, explaining that CMS
and others have attempted to use
instructions to contractors to impose
binding requirements on Medicare
Advantage plans through audit and
other enforcement activities.

Response: As HHS explained in the
proposed rule, whether something is a
guidance document is a functional test.
Documents ostensibly directed at
government employees or agency
contractors but that are designed to, or
are used to, shape the behavior of
regulated parties will be considered
guidance if they also set forth a policy
on a statutory, regulatory, or technical
or scientific issue, or an interpretation
of a statute or regulation.

HHS is finalizing the definition of
“issued” as proposed.

4. Guidance Repository

HHS proposed to define “guidance
repository”’ to mean an online electronic
database containing or linking to
guidance documents, and proposed that
the Department’s primary guidance
repository could link to subsidiary
guidance repositories.

Comment: One commenter asked HHS
to clarify that the online electronic
database would be publicly available
and free to access.

Response: HHS clarifies that by
“online,” the final rule refers to a
publicly available internet portal that is
not behind a paywall.

Comment: A few commenters
commended FDA'’s pre-existing
guidance website for its functionality
and utility and expressed a desire for
the HHS guidance repository to become
more user-friendly.

Response: HHS is glad that regulated
parties have found FDA’s guidance
website to be useful. We note that FDA’s
guidance website has been operational
for far longer than the HHS guidance
repository, and HHS will consider
incorporating additional functionality
elements in the future, as the
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Department gains more experience with

administering the guidance repository.
HHS finalizes the definition of

“guidance repository’’ as proposed.

C. Requirements for Department
Issuance and Use of Guidance
Documents (§1.3)

In the proposed rule, HHS proposed
that, unless otherwise authorized by
statute, HHS may not issue any
guidance document that establishes
legal obligations not reflected in duly
enacted statutes or regulations lawfully
promulgated under them, and may not
use any guidance document for
purposes of requiring persons or entities
outside HHS to take any action or to
refrain from taking any action beyond
what is already required by the terms of
an applicable statute or regulation. HHS
explained that this is an existing legal
obligation but that the Department
proposed to codify this requirement in
order to ensure consistent compliance
with these important legal principles.

HHS also proposed a process for
issuing guidance that would formalize
guardrails designed to ensure that
guidance documents are appropriately
issued and used. HHS proposed that
after November 16, 2020, each guidance
document issued by HHS, or any of its
components, would be required
specifically to state that it is a
“guidance” document and use the
following language, unless the guidance
is authorized by law to be binding: “The
contents of this document do not have
the force and effect of law and are not
meant to bind the public in any way,
unless specifically incorporated into a
contract. This document is intended
only to provide clarity to the public
regarding existing requirements under
the law.” HHS proposed that no
guidance document issued by HHS
would be able to direct parties outside
the federal government to take or refrain
from taking action, except when
restating—with citations to statutes,
regulations, or binding judicial
precedent—mandates contained in a
statute or regulation.

In the proposed rule, HHS also
proposed to require that each guidance
document issued by HHS or any
component of HHS after November 16,
2020, must also include the following
information: (1) The activities to which,
and the persons to whom, the guidance
applies; (2) the date HHS issued the
guidance document; (3) a unique agency
identifier; (4) a statement indicating
whether the guidance document
replaces or revises a previously issued
guidance document and, if so,
identifying the guidance document that
it replaces or revises; (5) a citation to the

statutory provision(s) and/or
regulation(s) (in Code of Federal
Regulations format) that the guidance
document is interpreting or applying;
and (6) a short summary of the subject
matter covered in the guidance
document. For guidance documents
issued before November 16, 2020, HHS
proposed that the Department would
not retrospectively revise those
guidance documents to include the
information listed in this paragraph.
HHS further clarified that any guidance
document issued in conjunction with
one or more other agencies would
nonetheless be required to comply with
all requirements that would be
applicable if the guidance document
were issued solely by HHS.

HHS proposed to apply additional
procedures to significant guidance
documents. HHS would submit all
significant guidance documents to OIRA
for review under Executive Order 12866
prior to issuance. Significant guidance
documents would be required to comply
with applicable requirements for
significant regulatory actions, as set
forth in executive orders, except that
only economically significant guidance
documents would require a separate
Regulatory Impact Analysis. The
Secretary, on a non-delegable basis,
would have to approve any significant
guidance document before the
Department issues it. HHS specifically
requested comments as to whether the
Secretary should instead have the
limited authority to delegate approval of
guidance documents to the Deputy
Secretary, and whether the Secretary
should be required to approve certain
non-significant guidance documents
prior to publication.

HHS proposed that, prior to issuing
any significant guidance document,
HHS must offer a public notice and
comment period of at least 30 days.
HHS would be required to publish a
public notice in both the Federal
Register and the guidance repository.
This notice would list the end of the
comment period, provide information
about where the public may access a
copy of the proposed significant
guidance document, and include how
written comments may be submitted on
the proposed significant guidance
document and an internet website
where those comments may be reviewed
by the public. When issuing the
significant guidance document, HHS
would be required to review all
comments received and publish an
easily accessible public response to
major concerns raised. Cf., e.g., New
Lifecare Hosps. of Chester Cty. LLC v.
Azar, 417 F. Supp. 3d 31, 43—44 (D.D.C.
2019) (discussing APA standard for

agency responses to public comments
during notice-and-comment
rulemaking).

Under the proposed rule, HHS could
elect not to conduct a comment period
if it were to find that notice and public
comment are impracticable,
unnecessary, or contrary to the public
interest. The Secretary, as the individual
approving the significant guidance
document, would be required to make
this finding, and the significant
guidance document would have to
incorporate the finding and a brief
statement of reasons in support of such
finding. In addition, a significant
guidance document could be exempted
from any other requirement otherwise
applicable to significant guidance
documents if the Secretary of HHS and
the Administrator of OIRA were to agree
that exigency, safety, health, or other
compelling cause warrants the
exemption.

HHS also proposed that it would seek
from OIRA, as appropriate, categorical
determinations that classes of guidance
presumptively do not qualify as
significant. Any guidance satisfying
such a categorical exemption
presumptively need not comply with
the requirements of § 1.3(b) but would
need to comply with all other
requirements applicable to guidance
documents. OIRA may request to review
guidance documents within a
categorical exemption and may
nonetheless conclude that a guidance
document that is presumptively not
significant is in fact significant.

HHS received the following
comments on the proposed process for
issuing guidance documents:

Comment: Several commenters stated
that the APA exempts guidance
documents from the notice-and-
comment requirements of 5 U.S.C. 553,
and that the Congressional Review Act,
5 U.S.C. Sections 801-808, also does not
require guidance to go through notice
and comment procedures. They assert
that HHS fails to explain the statutory
basis authorizing it to apply notice and
comment requirements to guidance
documents.

Response: The APA requires that
agencies must publish notice of a
proposed rulemaking and give the
public the opportunity to participate,
usually by submitting comments, prior
to issuing the rule. See 5 U.S.C. 553(b).
Subsection 553(b) exempts
interpretative rules, general statements
of policy, or rules of agency
organization, procedure, or practice
from the notice and comment
requirement, unless otherwise required
by statute. However, it does not prohibit
agencies from using additional
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procedures for rules that would
otherwise be exempt from notice and
comment procedures. The Supreme
Court has recognized that the APA
provides a statutory floor, not a ceiling,
on the administrative procedures an
agency may choose to adopt when
promulgating legislative rules or issuing
guidance. See Vt. Yankee Nuclear Power
Corp. v. Natural Res. Def. Council, Inc.,
435 U.S. 519, 524 (1978) (““Agencies are
free to grant additional procedural rights
in the exercise of their discretion

HHS has previously adopted
procedures above the APA floor. In
1971, then-Health Education and
Welfare Secretary Richardson
announced that, despite the exemption
in the APA, the department would no
longer consider matters relating to
public property, loans, grants, benefits,
and contracts exempt from notice and
comment rulemaking (36 FR 2532 (Feb.
5, 1971)), and the courts have enforced
the requirement that these programs use
notice and comment rulemaking ever
since. See, e.g., Humana of S.C. v.
Califano, 590 F.2d 1070, 1084 (D.C. Cir.
1978) (discussing waiver of benefit
exemption and application of
mandatory rulemaking procedures). See
generally Service v. Dulles, 354 U.S.
363, 388 (1957) (where agency had
adopted regulations governing decision
committed to the Secretary’s discretion
by statute, failure to apply agency
regulations was illegal).

Similarly, nothing in the
Congressional Review Act precludes the
adoption of additional procedures for
guidance documents, nor does using
these procedures affect whether any
particular guidance is also a rule subject
to the Congressional Review Act.

The requirements within this final
rule are well within the authority
provided by the APA and the
Congressional Review Act. HHS does
not need additional statutory authority
to provide notice and solicit public
comments on significant guidance
documents, or to apply any of the other
procedures implemented by this final
rule.

Comment: Several commenters noted
that the Congressional Review Act
requires agencies to submit certain
guidance documents to Congress, even
if they are exempt from notice and
comment rulemaking. The commenters
expressed concern that the proposed
rule did not mention these requirements
and did not explicitly discuss
congressional review of significant
guidance.

Response: The Congressional Review
Act requires agencies to give Congress
notice whenever they issue rules, 5

U.S.C. 801(a)(1)(A), which the
Congressional Review Act defines to
include interpretive rules and policy
statements if they are “designed to
implement, interpret, or prescribe law
or policy,” 5 U.S.C. 551, as incorporated
by 5 U.S.C. 804(3). The Congressional
Review Act authorizes OIRA to make a
determination whether a rule is a
“major rule”” under the Congressional
Review Act. 5 U.S.C. 804(2). For rules
determined by OIRA to be “‘major
rules,” agencies must generally provide
advance notice to Congress. 5 U.S.C.
801(a)(3). Section 1.2 of this final rule
incorporates and extends the major rule
test from the Congressional Review Act
in the definition of ““significant
guidance.” Section 1.3(b)(2)(i) of the
final rule requires the Department to
submit significant guidance to OIRA for
review. To the extent that a guidance
document is also a “rule” subject to the
Congressional Review Act, this final
rule does not purport to change or
modify the Congressional Review Act’s
requirements for Congressional
notification.

Comment: Several commenters
pointed to what they perceived to be
important questions left open by the
proposed rule, such as whether HHS has
an obligation to consider and respond to
comments and how stakeholder input
would be considered or integrated into
proposed significant guidance.

Response: As HHS explained in the
preamble to the final rule, HHS does
have an obligation to consider all
comments and to respond not to each
individual comment, but rather to all
major concerns raised. See 85 FR at
51,398 (“HHS would be required to
review all comments received and
publish an easily accessible public
response to major concerns raised.”).
This is a familiar standard for the
Department and commenters. Cf. Envtl.
Def. Fund v. E.P.A., 922 F.3d 446, 458
(D.C. Cir. 2019) (describing obligation
under the APA to respond to major
substantive comments during notice-
and-comment rulemaking). Accordingly,
HHS clarifies that the Department will
consider comments timely submitted
during a comment period and, as
appropriate, modify a significant
guidance document based upon
stakeholder feedback in a manner
similar to the process the Department
uses for reviewing and incorporating
feedback during the APA notice-and-
comment rulemaking process.

Comment: Several commenters asked
whether significant guidance issued
through a notice-and-comment process
could be rescinded without notice and
comment.

Response: HHS will not use a notice-
and-comment process for rescinding
significant guidance documents. As the
proposed rule explained, significant
guidance documents are a subset of
guidance documents, and the
Department can rescind a guidance
document by not posting it, or not
maintaining its posting, on the HHS
guidance repository. With the limited
exception of certain Medicare guidance
for which notice-and-comment
rulemaking is required under Section
1871 of the Social Security Act, the
Department is under no obligation to
rescind significant guidance documents
through a notice-and-comment process
simply because the Department elected
to apply such a process to the issuance
of the significant guidance document.
See Vermont Yankee, 435 U.S. at 524,
543—-44; Perez v. Mortg. Bankers Ass’n,
575 U.S. 92, 101 (2015). HHS notes that
if, after the effective date of this final
rule, rescinded guidance is replaced by
a new guidance document, the
replacement guidance must contain a
reference to the rescinded guidance,
and, if significant, the replacement
guidance would itself be subject to
notice and comment.

Comment: A few commenters
expressed concern that the proposed
notice-and-comment process for
significant guidance documents would
be too cumbersome, and it would
inhibit the Department’s ability to
timely issue significant guidance
documents, particularly in
circumstances such as during public
health emergencies. Other commenters
expressed strong support for the
proposed notice-and-comment process,
indicating that they welcomed the
opportunity to participate in the
development of significant guidance
documents. Some of these commenters
suggested that the Department should
offer a longer comment period, such as
60 days instead of 30 days, in order to
ensure robust public participation.
Other commenters expressed support
for the proposed exceptions to the
notice-and-comment process, under
which HHS could elect not to conduct
a comment period if it were to find that
notice and public comment are
impracticable, unnecessary, or contrary
to the public interest. Some of these
commenters asked HHS to provide
specific examples of when the Secretary
might invoke this exceptions process. A
couple of commenters recommended
that HHS implement a process for
soliciting public feedback about
whether a guidance document is
significant.

Response: HHS appreciates the
comments and agrees that the benefits of
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receiving stakeholder input on
significant guidance documents
generally outweigh any administrative
costs or incremental delays. A 30-day
comment period generally strikes the
right balance between competing needs,
namely, the Department’s interest in
promptly issuing significant guidance
and the public’s interest in having
sufficient time to offer thorough
feedback. Nonetheless, HHS also agrees
with the commenters who voiced
support for the exceptions process. HHS
plans to use this exceptions process
when needed, as the Department
acknowledges that certain
circumstances, such as public health
emergencies, may make it appropriate to
invoke this exceptions process.

HHS does not plan to solicit public
feedback as to whether a guidance
document is significant. First, this
would further lengthen the process of
issuing a significant guidance
document, which may make it more
difficult for the Department to timely
issue relevant guidance. HHS also
believes that the criteria for a guidance
document being “significant’”” require an
assessment of factors that lie within the
unique expertise of the Department and
OMB. And finally, as indicated in the
preamble to the proposed rule, OMB
will make all final determinations as to
whether a guidance document is
significant. If HHS concludes in the
future that public feedback on any
question relating to significant guidance
would be helpful, HHS may issue a
Request for Information.

Comment: A couple commenters
suggested specific documents that HHS
should work with OMB to categorize as
presumptively exempt from being
considered significant guidance, and
furthermore, that HHS provide a notice
and comment process for categories of
documents that are being contemplated
for exemption.

Response: HHS will consider seeking
public feedback through a future request
for information as to categories of
documents that should qualify for an
exemption. OMB will make final
determinations as to the categories of
documents that are considered
presumptively exempt.

Comment: Several commenters
claimed that the proposed rule failed to
address joint guidance issued by
multiple agencies. Other commenters
asked HHS to carefully coordinate with
other agencies when jointly issuing
guidance, in order to avoid legal and
operational challenges for regulated
parties.

Response: HHS respectfully disagrees
that the proposed rule did not address
guidance jointly issued by multiple

agencies. In the preamble to the
proposed rule, HHS stated, “Any
guidance issued in conjunction with
one or more other agencies would
nonetheless be required to comply with
all requirements that would be
applicable if the guidance document
were issued solely by HHS.” 85 FR at
51,398. HHS agrees that coordination
with other agencies when jointly issuing
guidance will be important. HHS has
significant experience, in particular
working with the Department of Labor,
the Department of Agriculture, and the
Department of the Treasury, on jointly
issued guidance. HHS will continue to
work closely with other agencies when
issuing guidance to minimize any
procedural complications that could
affect regulated parties.

Comment: Several commenters
criticized the disclaimer HHS proposed
to apply to all guidance documents
issued after the final rule. These
commenters stated that the disclaimer’s
statement that each guidance document
“has no legal effect” has the potential to
be confusing to regulated entities and
members of the public. This is because,
for example, regulated entities may
believe they can ignore HHS guidance
documents and substitute their own
interpretations of regulations in place of
the Department’s interpretations. One
commenter stated that the disclaimer is
confusing because it is not clear
whether regulated parties will need to
conduct their own legal analysis to
determine whether a guidance
document is “authorized by law.” A few
commenters asked whether significant
guidance documents must include the
disclaimer, and how HHS plans to
incorporate the disclaimer into non-
written guidance materials such as
video clips or make them searchable.
Other commenters expressed strong
support for the disclaimer requirement.
Two commenters, while expressing
support for the disclaimer, suggested
that HHS should modify the proposed
text, because they believe that the
second sentence of the proposed
disclaimer appears to suggest that
guidance documents are binding
because they purport to provide clarity
regarding existing requirements under
the law.

Response: The proposed disclaimer is
correct as a matter of law and is unlikely
to be confusing. As a result of the
notice, the public and regulated entities
will have greater clarity about the role
and implications of guidance
documents when they are informed
through the disclaimer that guidance
documents cannot impose binding legal
obligations above and beyond such legal
obligations that are imposed by statute

or regulation. Because the APA forbids
agencies from imposing binding
obligations on regulated parties through
sub-regulatory guidance, unless
authorized by law, regulated parties
have always been free to choose not to
adhere to interpretive rules set forth in
guidance documents. However, they do
so at their own risk, because guidance
documents often provide important
insight into how HHS interprets, and
applies, its statutes and regulations.
Regulated parties that take actions
inconsistent with HHS’s interpretive
statements in guidance documents may
be violating underlying statutory or
regulatory obligations. HHS clarifies
that regulated parties do not need to
undertake their own legal analyses to
determine whether any provision of law
authorizes binding guidance documents:
If a provision of law does authorize HHS
to issue binding guidance documents,
then the guidance document will not
include the disclaimer stating that it
lacks the force and effect of law. See

§ 1.3(a)(3)(i) of the final rule, stating that
guidance documents must include the
specified disclaimer, ‘““‘unless the
guidance is authorized by law to be
binding.”

HHS does not believe that the second
sentence in the proposed disclaimer text
(“This document is intended only to
provide clarity to the public regarding
existing requirements under the law.”)
suggests that guidance documents are
binding. The first sentence clearly states
that the contents of the document ““do
not have the force and effect of law.”
Thus, the “existing requirements under
the law”” must arise from other sources
that do have the force and effect of law,
namely, validly enacted statutes and
regulations.

HHS clarifies that significant
guidance documents must include the
proposed disclaimer. All guidance
documents issued after the final rule’s
effective date must include the
disclaimer, and significant guidance
documents are a subset of guidance
documents. HHS will also include this
disclaimer on non-written forms of
guidance documents, such as videos.
HHS will do so in a format appropriate
to the medium, for example, in a
guidance video, HHS might include an
audio voiceover or a textual statement.
If an operating division issues a non-
written guidance document, the
operating division is also responsible for
creating a searchable transcript of that
non-written guidance document and
uploading it to the guidance repository.

Comment: A couple of commenters
expressed the concern that this Good
Guidance Practices rule will inhibit
informal agency communications with
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regulated parties, such as CMS
stakeholder engagement calls.

Response: HHS does not intend for
this rule to adversely impact informal
agency communications with regulated
parties. Many of these communications
do not constitute guidance, because they
involve the application of laws to a
regulated party’s specific factual
circumstances. However, where an HHS
operating division provides information
that satisfies the definition of “guidance
document,” HHS expects that
information also to be posted to the
guidance repository. This will
ultimately inure to the benefit of
regulated parties, because a broader set
of entities will now have access to the
guidance.

Comment: One commenter opposed
the proposed additional rules relating to
the issuance and use of guidance
documents, explaining that it had not
seen a pattern of overreach by HHS,
through its guidance documents, that
would justify the additional proposed
rules.

Response: The rule is not being
promulgated as a remedy for overreach.
HHS believes that the Good Guidance
Practices rule will improve its guidance
practices and help to ensure that it acts
in a fair, transparent, and lawful
manner.

Comment: Commenters generally
expressed support for the inclusion of
the proposed six categories of
information on all guidance documents
issued after the final rule. Some
commenters suggested that HHS should
include these six information categories
on all guidance documents, even those
issued before the implementation date
of the final rule. Some commenters also
suggested that HHS also add to the
required categories of information the
effective date of the guidance document,
and furthermore, that HHS make
guidance documents effective only after
a reasonable implementation period.

Response: HHS appreciates the
commenters’ support. Unfortunately,
HHS does not currently have the
resources to add the six categories of
information to all of the thousands of
guidance documents in the guidance
repository that were issued before the
effective date of this final rule.
Accordingly, HHS finalizes its proposal
to only apply this requirement
prospectively, to guidance documents
issued after the effective date of this
final rule.

HHS also finalizes the set of six
categories of information, without
adding any additional information
fields, such as the guidance document’s
effective date. Generally, a guidance
document will be effective as of the date

it is issued, which is one of the six
information categories that must be
included in all guidance documents
issued after this final rule’s effective
date. If a guidance document has a
different effective date, HHS expects the
issuing operating division will make
that clear in the guidance document.
HHS always strives to issue guidance
documents in a timely manner, so that
regulated parties can take HHS’s views
into account, but it believes that
imposing a particular delay in effective
date for guidance documents is outside
the scope of the proposed rule.
Nonetheless, HHS does not believe that
issuing such a requirement in future
rulemaking is necessary, given that
guidance documents cannot impose
binding new obligations.

Comment: A few commenters
expressed concern as to the statement in
the proposed disclaimer that guidance
documents ‘“‘are not meant to bind the
public in any way, unless specifically
incorporated into a contract.” A couple
of these commenters explained that
many federal healthcare programs
involve mandatory contracts with CMS,
and CMS often includes in these
contracts a general covenant to abide by
all sub-regulatory guidance that CMS
has issued in the past or may issue in
the future. Another commenter
requested that HHS modify this portion
of the disclaimer to clarify that it only
applies to a legally enforceable contract,
rather than an opt-in agreement that
simply memorializes a party’s decision
to participate in a certain program and
abide by the program’s laws and
regulations.

Response: HHS agrees that so-called
“catchall” clauses that generically
purport to bind the signatory to all
guidance ever issued by the Department
do not fall within this exception,
because the guidance materials are not
“specifically” incorporated into the
contract. If the government intends for
a guidance document incorporated into
a contract by reference to have
independent legal basis, the government
must make that intention clear through
unambiguous language. For example, if
a contract states that Medicare
Advantage organizations must operate
“in compliance with the requirements
of this contract and applicable Federal
statutes, regulations, and policies (e.g.,
policies as described in the Call Letter,
Medicare Managed Care Manual, etc.),”
the signatory must comply with CMS
call letters and the Medicare Managed
Care Manual, because these sub-
regulatory materials are specifically
referenced in the contract. However, the
contract does not make compliance with
any other sub-regulatory guidance

issued by HHS legally binding. This
narrow exception applies to the same
extent to contracts categorized as opt-in
agreements. HHS also clarifies that
grants are analogous to contracts for
purposes of this rule and the
Department can accordingly also render
guidance documents binding on
grantees by specifically incorporating
them into the grant agreement.

Comment: Several commenters asked
HHS to clarify the intersection between
the Good Guidance Practices rule and
the Department’s obligations under
Social Security Act Section 1871, as
interpreted by the Supreme Court in
Allina Health Services. One commenter
suggested that the Department amend
proposed § 1.3(a)(1) expressly to
acknowledge the Supreme Court’s
decision in Allina Health Services. This
commenter also noted that Section 1871
of the Social Security Act further
imposes requirements on HHS that the
Department is currently not satisfying,
namely, to ‘“‘publish in the Federal
Register, not less frequently than every
3 months, a list of all manual
instructions, interpretative rules,
statements of policy, and guidelines of
general applicability which—(A) are
promulgated to carry out this
subchapter, but (B) are not published
pursuant to subsection (a)(1) and have
not been previously published in a list
under this subsection.” See 42 U.S.C.
1395hh(c)(1) (Section 1871(c)(1) of the
Social Security Act).

Response: In the preamble to the
proposed rule, HHS noted that “OGC
would continue to determine whether
the contents of certain guidance relating
to Medicare” must go through notice-
and-comment as a result of the Supreme
Court’s decision in Allina Health
Services, but that “[s]Juch guidance
documents would still need to meet all
applicable requirements” of the Good
Guidance Practices rule. 85 FR at
51,397. HHS clarifies that some
substantive legal standards otherwise
qualifying as “guidance documents”
under this rule may also be subject to
notice-and-comment obligations
imposed by Section 1871. If so, the
substantive legal standards must comply
both with the obligations imposed by
Section 1871 and the requirements in
this final rule. Thus, for example,
following publication in proposed and
final rules, consistent with Section
1871, HHS would post the guidance
document to the guidance repository.

HHS believes § 1.3(a)(1) accurately
describes its obligations under Section
1871 and the APA as proposed, and
declines to amend it. Section 1.3(a)(1)
states, “Under the Administrative
Procedure Act, the Department may not
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issue any guidance document that
establishes a legal obligation that is not
reflected in a duly enacted statute or in
a regulation lawfully promulgated under
a statute.” Even if an interpretive rule
qualifies as a substantive legal standard
that is subject to notice-and-comment
obligations under Section 1871, as an
interpretive rule, it cannot “‘establish[ ]

a legal obligation.” Nothing in this Good
Guidance Practices rule purports to
override or alter the statutory
obligations imposed on HHS with
respect to the Medicare program under
Section 1871.

HHS acknowledges that it has not
been fully complying with the
requirements of Social Security Act
Section 1871(c)(1) and commits to
moving into full compliance with this
requirement.

Comment: A few commenters
expressed support for the proposal that
only the Secretary (on a non-delegable
basis) can approve significant guidance
documents. HHS did not receive any
comments as to whether the Secretary
should be required to approve certain
non-significant guidance documents
prior to publication.

Response: We appreciate the
commenters’ support and agree that the
Secretary should be required to approve,
on a non-delegable basis, all significant
guidance documents. The Department
has also concluded that the Secretary
should approve certain guidance
documents that have the potential to
materially impact the Department’s
work, even though their consequences
external to the Department do not cause
them to be considered “significant.”
Accordingly, the Secretary must also
approve, on a non-delegable basis, all
non-significant guidance documents
that he determines will either (1)
implicate, including potentially impede,
any policy matter of priority to the
Secretary, or (2) where one operating
division’s proposed non-significant
guidance document may create a serious
inconsistency, or otherwise interfere,
with an action taken or planned by
another operating division or the Office
of the Secretary.

HHS finalizes the process for issuing
guidance documents, including
significant guidance documents, as
proposed, except to specify that the
effective date of the rule will be 30 days
after publication of this final rule. HHS
is also defining two types of non-
significant guidance documents that the
Secretary must review on a non-
delegable basis.

D. Guidance Repository (§ 1.4)

In the proposed rule, HHS proposed
to make its guidance documents

available to the public through the
internet, by establishing a guidance
repository on the HHS website at
www.hhs.gov/guidance. HHS proposed
that by November 16, 2020, the
Department would be required to have
posted to the guidance repository all
guidance documents in effect that were
issued by any component of the
Department, and that the guidance
repository must be fully text searchable.

HHS proposed that any web page in
the guidance repository that contains
guidance documents would clearly
indicate that any guidance document
previously issued by the Department
would no longer be in effect and would
be considered rescinded if it is not
included in the guidance repository by
November 16, 2020. All web pages in
the guidance repository containing
guidance documents would also state
that the guidance documents contained
therein “lack the force and effect of law,
except as authorized by law or as
specifically incorporated into a
contract” and ‘“‘the Department may not
cite, use, or rely on any guidance that
is not posted on the guidance
repository, except to establish historical
facts.” HHS proposed that if the
Department would like to reinstate a
rescinded guidance document not
posted to the guidance repository by
November 16, 2020, the Department
would be able to do so only by
following all requirements applicable to
newly issued guidance documents.

HHS proposed that guidance
documents issued after November 16,
2020 would be required to comply with
all applicable requirements in § 1.3,
Requirements for Department Issuance
and Use of Guidance Documents. HHS
would be required to post a new or
amended guidance document to the
guidance repository within three
business days of the date on which that
guidance document was issued. For
significant guidance documents issued
after November 16, 2020, HHS would be
required to post proposed versions of
significant guidance documents to the
guidance repository as part of the
notice-and-comment process. The
Department shall clearly indicate the
end of each significant guidance
document’s comment period and the
mechanisms by which members of the
public may submit comments on the
proposed significant guidance
document. The Department would also
be required to post online all HHS
responses to major concerns raised in
public comments.

HHS received the following
comments relating to the proposed
guidance repository:

Comment: Some commenters strongly
supported the creation of the guidance
repository and the enhanced
transparency, accountability, and
fairness that they believe would come
with the requirement that HHS post all
operative guidance materials to the
guidance repository. Some of these
commenters pointed out that, under the
Department’s existing processes, it is
often not apparent when HHS issues
guidance docu